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Introduction

The purpose of this manual is to provide clinical laboratories with the information needed to begin using the web-
based, electronic clinical laboratory information management tool, eCLEP. Itincludes the following major sections:

e Getting Started: An Overview introduces a laboratory to eCLEP.

o Requirements for Use provides hardware and software specifications and configuration settings required
to access eCLEP.

¢ Navigating in eCLEP provides detailed directions for accessing eCLEP and entering data.

e Reapplication Submissions provides detailed instructions for submitting the clinical laboratory permit
reapplication.

e Open Mode Submissions provides detailed instructions for submitting changes in facility information
outside of the permit reapplication period.

Getting Started: An Overview

The New York State Department of Health (NYSDOH) has developed eCLEP to enable clinical laboratories to
exchange information electronically in place of mailing paper forms. This web-based application supports the
inquiry, maintenance, and reporting requirements as defined by the Wadsworth Center Clinical Laboratory
Evaluation Program (CLEP) and acts as a single repository for the data. eCLEP has evolved to support the
submission of permit reapplications and notification of laboratory changes, as well as provide each clinical
laboratory the ability to check their laboratory licensure status 24/7.

Note: the eCLEP application does not service Limited Service Laboratories. Please see our website at
https.//www.wadsworth.org/regulatory/clep/limited-service-lab-certs  for information on Limited Service
Laboratories.

eCLEP offers many advantages over existing paper-based processes, including:
Persistent Data — The system displays general laboratory information as found in the Clinical Laboratory
Evaluation Program’s licensure database. The most current information is displayed, eliminating
redundant data entry.
Data Validation — User entries are validated for incorrectly formatted and incomplete submissions at every
step, eliminating submission failures and reducing the need for follow-up communications to correct minor

errors such as missing entries.

Delegating Submission — The Laboratory Director may delegate the electronic submission of Laboratory
information.

Documented Delivery — Permit reapplications and changes to laboratory information are electronically
transmitted; the time of the submission and username submitting the data is recorded.
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Requirements for Use

To enter information into the eCLEP system, your laboratory must have a personal computer that is minimally
configured as follows:

e Pentium processor or higher

e DSL or a broadband Internet connection (The laboratory is responsible for obtaining Internet access with
an Internet Service Provider (ISP).

Browser Requirements and Configuration
Access to the Health Commerce System and eCLEP requires 256-bit encryption, browser setting to accept
cookies and enabling of Javascript.

The eCLEP application is tested on ‘evergreen browsers’ (Google Chrome, Mozilla Firefox, Microsoft Edge) that
are constantly updated to include the latest features and security patches. Tests are performed on the last two
versions of each evergreen browser.

File Upload Requirements
1. File formats accepted in eCLEP:
Microsoft Word
Microsoft Excel
Portable Document Format (PDF)
2. File name must contain only:
Letters
Numbers
One (1) period preceding the file format extension (e.g., docx, xls, or pdf)
> For example, 145BroadStreetfloorplan.pdf valid V'
3. File name may not contain:
Spaces
Control characters

Unicode characters

> For example, 145 Broad Street floorpan.pdf - X
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Roles and Responsibilities

This section describes the different levels of eCLEP users and their access and data submission privileges in the
system. It also gives instructions on how to request access to the system.

eCLEP users at the laboratory will belong to one of two roles. Below is a description of the roles, followed by the
user qualifications:

A Laboratory Director is an individual who is responsible for the administration of the technical and scientific
operation of a clinical laboratory or blood bank, including the supervision of procedures, reporting of results and
responsibilities specified in Section 19.3 of 10 NYCRR (New York Codes, Rules and Regulations) and Article 5
Title V Section 571 of the Public Health Law. Such person shall possess a Certificate of Qualification issued
pursuant to Part 19 of 10 NYCRR. A Director is authorized to view, enter, attest, and submit laboratory
information electronically using the eCLEP system.

An Assistant Director is a person who has been designated by the Laboratory Director to serve as an Assistant
Director in one or multiple categories or subcategories of testing. Such person shall possess a Certificate of
Qualification issued pursuant to Part 19 of 10 NYCRR. A responsible Assistant Director holding a Certificate of
Qualification is authorized to view, enter, attest, and submit laboratory information electronically using the eCLEP

system.

A Delegated Submitter is a person who has been given written authorization by the Laboratory Director to
electronically submit laboratory information on behalf of the Laboratory Director. A Delegated Submitter is
authorized to view, enter, attest, and submit laboratory information electronically using the eCLEP system.
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HCS Access Permissions

You will need access to the New York State Health Commerce System (HCS) at
https://commerce.health.state.ny.us.

For more information on HCS Accounts, refer to our webpage at
www.wadsworth.org/regulatory/clep/clinical-labs/obtain-permit/health-commerce.

The New York State Department of Health assigns a NYSDOH HCS Account ID (User ID) and password to each
individual who has been granted access to the HCS.

Safeguard your HCS User ID and password by not revealing them to other users. Violation of the security and use
agreement (e.g. sharing your User ID and password with someone else) will result in the temporary suspension of
your account privileges and repeat offenses may result in the permanent removal of the account. Also, do not
leave your computer logged on to the HCS unattended. For security purposes, there are session timeouts after
one hour of inactivity and system timeouts after eight hours of total connectivity.
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Accessing eCLEP and the Permit Materials Module

1. To access the eCLEP Home Page enter the following web address into an Internet browser:
commerce.health.state.ny.us

2. Enter your User ID and Password into the HCS Login screen and click Sign In:

FLEASE LOGIN TO DEGIN USING THE HEALTH COMIMERCE SYSTEM (HTE¥)

Health
Commerce
System

HEW
TORE
STATE

Usar 1D
Pasgword

Forgot Your User ID or Fasyword || Remesibar User 1D

Don't Havre dm Aooount? Sign Uip Here

3. The HCS Homepage displays. Look for eCLEP in the left frame under My Applications:

Important Health Events
W T Bk B
: F -
7 Donate Life w NYSPMP
g Important Health Notifications
| K= ] Ol Pt Py Gapmel  Sawcs e Dwoibm |
e e T4 A2 e i MY A Lnara S on rewiiaoe
PR 3 fpareaaa by Cncci™ i #ainan ey Dot Dy
ONTAISTT oy e e -
Refresh Hy Apphoations List % R Liksimey L. nviS U [ T e
- ]
Mewsroom Highlights...
New [tems Newsletd
| e 0k T SU0D ey AT B | 2 R Pk =
! Catir el DI e, 2200 i : | cwaa -
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4. Click on eCLEP in the left frame and the eCLEP Home Page will display. Click on Permit Materials,
Laboratory Reapplication / Laboratory Changes area at the upper right.

b

‘ielcome to ¢-CLEP
T it Sy Ciih BTy ol o i S 0 il e o (P [Tl i ETa v
ol Dl B Yok, Sty Clencad Labeorniony Ralendea Sysiom

Fox general nicrrmatoer s gusiancy pleass raler 1o P Wiyt Cemts Pupls iesnse
() Prcamy  MEIAER

LOT Approwal

Trad sopreval mufrah for premiied and son perrnitind eberstore

Fll<d Rencurces
AR

5. HCS account holders affiliated with more than one laboratory will be required to enter an appropriate 4-
digit numeric Permanent Facility Identifier (PFI).

(An alphanumeric PFI denotes a Limited Service Laboratory (LSL). LSLs are not serviced by the eCLEP
application.)

home = facility

You have access to all facilities. Please enter a facility ID :E

RELEASE 1.12 PAGE 8 OF 78 MARCH 2025



WADSWORTH CENTER CLINICAL LABORATORY EVALUATION PROGRAM

ECLEP MANUAL

6. Most users, however, will be brought directly to the Reapplication Mode or Open Mode page. The
reapplication period occurs in April, actual dates will vary year to year. Open Mode is available the rest of
the year, provided there are no laboratory information changes submissions pending.

Note: Reapplication mode is denoted by the presence of green bar at the top of the screen with the dates
of the reapplication period; Open mode is denoted by the presence of teal bar at the top of the screen.

Wadsworth Center

P Yook State Dwspartmant of Hesth

diancy lewting | Cioss Wrseusl Recepis | LOTApprowal | borvey | Misod Resoontes

i den Cantas . - Pasicd: Fab O, 2037 theoasgis Ape 33, 2017 a2 04 02 FULEDT

M o0 Nama: el el Aor CLES Avousar B4 sn Extension Jete
| Resoplication Mode

Wadsworth Center

M York Sk Daparise of Hesin

| mam o g e s iy e e k1 F 300

Permil Maierisly | Frodcency Tesling | Gooua Aancal Fecsipis | LOTAperowal Survey | Bood Rasswces Tesdu

[ETLTET] Cwrerihag  Favionss: P Coeeast TREn BT S OB

7. On the Reapplication Mode or Open Mode page, you may want to review the Current Data on File
(without pending changes) using the “View Summary” link and print it out to use as a worksheet.
Reapplication Mode Screenshot:

o A Skl § iy

Pomit Materials | Praficiesy Eesling | Guroes Asnus Receipis. | LOTApprowal | Buney | Biosd Resowrces eed

Lan P | Cremariep | Pericass:| | Pemma Cotgareabem | [PRET s Goan

e ahen Caite! Rugibcation Paried: Foi 81, 2003 thosauph et 15, 2023 6t 85000 PRL E3T

FFE .'.l.A.L"' M el -'."Ir'.I CLEFR P | Ini;m (i
Aszapmlication Mode

I8 B 1 FRapsly s pour Rty s il
Click the "Submir Butkon below (o camplete the reapplication PIoCess and SnsUNe Jou receive your new permit by July 1,

Sebmat |

T vious e i e ol CRA LA O i o o ARy OF ‘il RLDITIRRCTL o ISEY M. A L e ks, Do

e Data on Fibe twitheawt panding shangts
il STy

raboualnn SubsTessan S Jan 19, 2018 127 48 PM EST (POF

Aln Subresteon S Jun 53 2007 10 24 A LCLT QRO

Fossapoicabon Subvmessson Sened Ao 17 2097 T 042 A6 EDT (PTE
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Open Mode Screenshot:

s b T e s - RN (il

bz S5
Paireat idamnals | Proficescy Tealing roas Anmrali Hecegls LU Approval vy thood Hevtunons l=atn
Lk iProsey

Cwmarshey  Perssersl  Peesl CregorensTests PR pnd Dean

| R OG0 Nome: Inievnsd fan by CLEF
Open Mede
ko PN 10 TP RSEEAOTY AVAHVTRAIOA AL Tl (B o M) SR Pl SDOn  Pigurtas vkl B0 T @ LEW Trawrend Mahusi araniabie v W Toois. 890 0d s A58

Wihen &l Changes are Saved, COMElEN e SubMEssion by clicking “Bubmar bebow and folliwing the SIERS 1o wetity the changes and formally submit.

=]

F o v o 1w B 3. Curmeetty o i o your inciey. o s st your Baciry Ran mute s P s eiow

Curreni Daia om File fwithow penging changes|

Wi Sy

B Sl saiend

Submesion deted Ax 20 2001 2 22 37 FM EDT (FOF

8. Make changes to laboratory information as required using the links on the dark blue menu bar (Lab Profile,
Ownership, Personnel, Permit Categories/Tests, and PSCs and Others).

Wadsworth Center

eCLEP
Srw ¥ ork Siate Departmen! of Hea'th "

| mama it s R

Parmbi Miabrisly | Peofickancy Wslitg | Orodd Anfeal Reeip | LOTAppiosal | Barvly | Blodd RESGTE | B

Latt Feotts | Dwnenap | Perm

FE0N s6ad DEhery

Repapplication Period Fab 08, 2027 through Apt 33, 0973 o3 06 90 P EDT

Wadsworth Center

Hiwe oot Stati Digunlennt i Health

PR R T D RS I
l Ppirret ateinln

Profisisey Tealing | Cross Asnusl Recaipls | LDT Apgroved | Survay | Elocd Rescuntes

Lab Froliy Oweenfig Pesorns| | Pered ColsgoriesTeats | P30 ard Other

Mg ks, TLE boipdal Sptees

Ot Ao e

g oty 1 S Materatory rulerrRaln oG e Dice ragaten e e e ool 0 B el LEP Trasmeng Mol svaiatie i Tooi aoes ko anansance

When all jes are saved,

= e submission by clicking “Submil” below and follossng the sbeps 1o verify the changes and Marmally submit

=l
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Reapplication Mode Submissions

NOTE: All eCLEP submissions are reviewed by the Clinical Laboratory Evaluation Program prior to
acceptance. The Program reserves the right to request additional information, request re-submission to
obtain missing information, or to reject the request in total if the eCLEP submission is not acceptable.
eCLEP submission does not constitute approval by the Program.

We suggest that you first review the information on file for your laboratory and make any necessary revisions
prior to beginning the reapplication submission. If you have already been navigating through the sections on the

blue menu bar, click on the Reapplication Center button on the green menu bar to return to the main
Reapplication Mode page.

Wadsworth Center eCLEP

Mow York Yizte Ceparinect of lesih

| cemar gl siorae », pavmcns » chamoior Tk F iy

Puwrit Mabailals | Profcimncy Bmbing | Grosd Anmad Recspls | LOT Appicwal | Servey | Blood Asicwces | ol

o Promis | Gemerirop, [OTIERT] | Fewa Cogensniesn | FACT 380 G

| Resppilcation Peried: o 08, I Srough Aps 30, J0F2 m ik 00 P EDT

Alternatively, you may start the reapplication submission process before revising facility information, however;
once you begin navigating through the sections indicated on the blue bar to provide required information, you
must return to the main Reapplication Mode page to continue with the submission process.

Click Submit to begin the reapplication submission process.

| P s g mieeed = oD R SRV 'w] |

Pernit Materiiit | Proficiency Teating | Gross Annual Aeceipts | LOTApprowal | Survsy | Blocd Awsources | Singie Use Parmit | Toals

LabFrofils  Owrsnfup  Penonnel  Pemes ChsgoreuTestn PECE and OSem

i_ﬂ_ww Respplcstion Perisd: Jos D, DI3E voagh Ape 0F, 2026 a8 1350 AM. EDT
PR IEIT Mpngs Ouent Desgesicg of Pernypan noomeneed Pidiita for b Easanars Dan
Reapplication Mode

It time 1o reaply Tor your Tacility’s parmit.

After you've reviewsd all your facility's information by clicking on the tabs in the dark bius bar above, click the “Submit” button below to compiete the
reapplication procigs ard arurs you Nsseive your mew permit by July 1.

Sulbmit

I iy vyl o B o U il Cenly O e oW o LRCy. OF vilw SLEMTRASDNS YOUF TRy Fars MOE, U T bk, el

Cuired Dts of Fite testhoul pevding chingel

W STy

Elwsirenis Subminnlons
Sbmession daied Feb T 2004 11014 P4 EST (PDE)
Fearpicaion Ssbmisson daned Mo 15 2003 B33 1180 EST IPDE

Saberesgenh daped A 10 S022 2 5719 P EDT (FDEY

Aralpi gty e Saed A 33 033 8 2 & Pl EDT (PO

Sstevessaon dites] by 1. 052 17 & 4 P EST (PDF

e

RELEASE 1.12 PAGE 11 0F 78 MARCH 2025



WADSWORTH CENTER CLINICAL LABORATORY EVALUATION PROGRAM

ECLEP MANUAL

The Step 1: Review and Update page displays the data on file in the Laboratory Licensure database (and any
pending changes already entered via eCLEP) for your facility. Review and click Next. A printable version of this
information is available by clicking the “Printable Summary in PDF Format” link.

S P [ww

Puirnh Mdatevisls | Proficincy Tesling | Grois Annusl Meceipts | LOT Agpeoval | Surwry | Bisod Resources | Tools

Lt Profile  reoership  Fenoene | Persil CaegoriesTeits P esd Othes

| Reaggiication Center Resppiication Penod: Apr 05, 2022 through Apr 8, 2023 st 05:00 Pl EDT

L = m e Wasogs Aniwna Teaf o LEF
Brirm ard e+

Piairie Ievhe e Sy Do B 2CoUrdcy and Compsiensss, I you Reed b maie changes, clol e Sppropriaie B in e Dle meny bar above (i example, faclity aadress daia is fourd in
e Lals Profile avea). Once in an anea, youl be abde fosave changes o e dala

Dot yoea e alhfed Bl the information in S sumemarny beloa s complste and socurats click et o confings

[
Prinkabis Summan.in POE ormat
SUMMARY OF DATA ON FILE PLUS PENDING CHANGES POR JULY 1, 3023
FubmilRed Oin SubmiSiers HI5 ID Gersrated Din
O Saibamutisd M ST Apr S, 2002 SU0EJEAM EDT
BECTION | - QENERAL LABCRATORY INFORMATION

Fiaid Mams ] Currens Dwis [ cranges

Labasatcry PFL {oona

The Step 2: Provide Required Data page will list sections/subsections that you will have to visit in order to
complete the reapplication. Required information that must be completed before you will be able to submit

include:
e |aboratory contact person
e owner declaration and Disclosure of Ownership and Controlling Interest Statement upload
o facility e-mail
o test volume, if applicable
e POC testing, if applicable
e PSCs and Others tab, if applicable
Step 2: Provide Required Data
;@::1: I-?'o-“:m WO rerarwal Pupin s cerisn areas bor slich your feDility mus provide data Yau may have completed some or ol of Deeta 30084 bn P nocmal Ceeree of vpdating your

Thi ttde bebow Esi dees in which pecoited dals has fsl ol baen prowided, you will ot be sl 19 procesd 1o e e tip ust] asch reguinerment kuted Balow i resabwed

Once you Barve provided o required inlormalion, chck st 1o confinug

Cansal
Required Data
Miwa I Date Reguirerment [ : Hurm 10 Aesnbm
Drvnar CusersBion 1 must ba answsred Wisk Tha Ownership (e 3red, anseesr question | and Chok the Seve bumon
Ownasship Change in laboraiery cwnar alie requins the jubmiiiion of & Visll Be Cemenibie | Dieclaration Ugioad arss. and uplosd tha requined Crwner Changes
Declaratos Uplasd Dsncionere of Ownenbip sad Conbioling inlerssl Statement docmantin] T han cRok T Save Buson
Vinit the Ovwsarship Doyl pion ared, and sssad quasion 1,2, 1 and 4. Then obok e

Dieclarates Crussitioen 1. 2. 3 and 4 sl b asskwised Save

Cortact Parson & semill afdends munt ba previded for thi Teility comact pason 700 170 Lab Peofle Conied Penon seed. provide i smad sddress. Ben cick the Save

T WA Tond viohorra Sals musd be anigred, or B Bk mund indicale Bual Wik e Tead Yigham s sewa. and e ander lesd volume dita o cikck e Ho b
e Bpwtn wte paciarmmasd pricrmasd! s year” chackEon and provide an axplaralion Then cick e Seve batian

You may proceed to the areas with outstanding data requirements by either method below, or a
combination of these two methods.
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a) Navigate to each section by clicking the links in the blue menu bar near the top, e.g., Lab Profile,
Ownership, Personnel, Permit Categories/Tests, PSCs and Others.

b) If there are no, or few, owner/personnel/testing changes during this reapplication, you may navigate
directly to the sections with outstanding data requirements by clicking the underlined links in the How to
Resolve column.

To return to the Step 2: Provide Required Data page to resolve further outstanding data requirements, or to verify
that all data requirements have been resolved, click the button on the green bar at the top of the screen from any
page to get back to the main Reapplication Mode page.

Wadsworth Center

Harw Yok Skate Dpartmant of Healh

B ] el 2 SEradere i elecl E ity

PEm Mrlerials Profichiny TEElnG SIS ANMRE RECE Qo LOT Approvsl BLUTHY Blocd RESkECEs e

Laki Profile | Crarsrabig Fmat Eageriwa Teats FEC3 and (e

Baspplication PMerod: Rpd 04 022 through Ao 20, 2030 o 500 P, EOIT

Click Submit, and then click Next on the Step One: Review and Update page. The Step 2: Provide
Required Data page will list any outstanding data entry requirements. If there are no outstanding data entry
requirements, the Required Data table will read “All required data has been provided.” Only after all data
requirements have been resolved will you be able to proceed to Step 3: Attest and Submit by clicking Next.

Reapplication Center Reapplication Period: Feb 09, 2017 through Feb 24, 2017 at 05:00 PM, EST
PFI: 8888 Name: Internal Test for EPTRS
| Review and Update == Provide Required Data >> Attest and Submit == Print For Your Records

Step 2: Provide Required Data

In order to complete your renewal, there are certain areas for which your facility must provide data. You may have completed some or
all of these areas in the normal course of updating your facility's information.

The table below lists areas in which required data has not yet been provided:; you will not be able to proceed to the next step until each
requirement listed below is resolved.

Once you have provided all required information, click "Next' to continue.

Required Data

Area Data Requirement [ How to Resolve
All required data has been provided.

Please read the Step 3: Attest and Submit page in its entirety and click the checkbox to signify that you have
read, and agree with, the attestation; then click Next.
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| 1) (o) oo oot scomsomes o |

Reapplication Center Reapplication Period: Feb 09. 2017 through Feb 24, 2017 at 05:00 PM, EST
PFI: 33883 Name: Internal Test for EPTRS
[ Review and Update == Provide Required Data__=» Attest and Submit__>> Print For Your Records

Step 3: Attest and Submit

Please read the following attestation carefully. If you agree. signify by clicking the checkbox below (* required). then click "Next’

I understand that signing and submitting this record in this fashion is the legal equivalent of having placed my handwritten signature on
the submitted recerd and this affirmation. | understand and agree that by electronically signing and submitting this record in this fashion
I am affirming to the truth of the information contained therein

I. the laboratory director or delegated submitter. as a representative of the owner and laboratory director, understand that under section
577.1(a) of the Public Health Law the permit of this laboratory may be revoked, suspended, limited or annulled if any fact is
misrepresented in this application. | acknowledge that Article 5. Title V. Section 575 of New York State Public Health Law stipulates
that a laboratory permit is automatically void upon a change of director, owner or location. Any changes of the information in this
application must be reported to the Clinical Laboratory Evaluation Program immediately by the laboratory director(s) or owner. | also
understand that additional penalties may apply if facts or infermation regarding the initial and continuing eligibility for said laboratory
permit are misrepresented, concealed, or undisclosed. Further, | understand that offering a false instrument constitutes a crime under
the penal law of the State of New York (NYS Penal Law Article 175). Such misrepresentation may subject parties who file a false
instrument to criminal prosecution

I. the laboratory director or delegated submitter. as a representative of the owner and laboratory director, understand that by signing this
attestation | have agreed. on the behalf of the laboratory, to any investigation made by the Department of Health to verify or confirm
the information provided in this application, any other investigation in connection with the laboratery permit or any complaint filed with
the Department. If additional information is requested. it will be provided in a timely manner by the appropriate staff under the direction
of the laboratory director and owner. Further. | understand that should the laboratory permit status be investigated at any time.
cooperation in such an investigation will be provided by all staff under the direction of the laboratery director and owner.

In signing this attestation |; the laboratory director or the delegated submitter, as a representative of the owner and laboratory director;
certify that the information provided to the Department of Health as a basis for obtaining a laboratory permit is true and correct, that the
laboratory director has received and read the rules and regulations pertaining the clinical laboratories, and that the laboratory director
and/or applicable assistant directors accept responsibility for the oversight of the laboratory permit categories listed in this application
Please note that as described in the Clinical Laboratory Standards of Practice. Director Standard of Practice 3: Responsibilities. the
responsibilities of assistant directors must be delegated in writing by the laboratory director. If an assistant director is attesting to
responsibility for a category. it is expected that documentation is available to demonstrate that the individual is actively engaged in
tasks specific to the category or categories. Compliance with this requirement will be monitored during on-site survey.

“! | have read, and agree with, the above attestation

The Step 4: Print for Your Records page allows access to the eCLEP summary in PDF format. Click on the
Submission dated [date, time] (PDF) and print or save this document for your records, if desired. Then click
Finished. You will be directed to the main Read-Only mode page.

Reapplication Center Reapplication Period: Feb 09, 2017 through Feb 24, 2017 at 05:00 PM, EST
PFI: 5888 Name: Intemal Test for EPTRS
[ Review and Update == Provide Required Data == Aftest and Submit == Print For Your Records |

Step 4: Print For Your Records

You may print the application submission for your records using the link below.

Most Recent Submission for 2017

Submission dated Feb 13. 2017 1:32:18 PM EST (PDF)

Help FAQ Accessibility Message Center
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Open Mode Submissions

NOTE: All eCLEP submissions are reviewed by the Clinical Laboratory Evaluation Program prior to
acceptance. The Program reserves the right to request additional information, request re-submission
to obtain missing information, or to reject the request in total if the eCLEP submission is not

acceptable. eCLEP submission does not constitute approval by the Program.

Enter laboratory changes as necessary by navigating the blue menu bar. Click on the Continue button to

begin the Open Mode submission process.

R e TR | Setect Faciy|

Permit Malsrials | Proficiency Tesling | Gooss Annsal Recepls | LDT Approval | Survey  Blood Resouwoes | Tool

Lty Prose [IMETITETY Persorovel  Permit CategrnesTests  PACH and Diters

Click Submit to begin the Open Mode submission process.

Wadsworth Center

Nrw Viork, Stute Dopartmant of Haalth

e 1 e e LrsappiEE e cwi Siec] Faciny

Permit Mrerials | Proficsnoy Teating Gi 33 Anrvadl ReChply LDT Approsal Sy Bho00 RES0UITES T

Lab Fronis |Jwnenhip  Feronesl | Permt Colsgoreaiinstn | PS03 and Others

PA: 0000 Mame: Infarmal Test for CLEP 1

Cpen Made
Wil ChaApest 1 Il Il By PP ad R Il J0Fk Bl PireGalint Malsfe) Aleiwts PRodrse folsd 13 e o CLEP Traning Marial meidable & Tib TooH 5600 00 SRastandn

Whan ail changes ane saved, compdete the submission by clicking “Submit” below and following the 5ieps to verify the changes and formally submit.

Sl

1 ony wimdcd ke | viemn e date Cuenty on i for your aciity, O view: submissaone your aciity hars mace, wse e ks Delow

Current Duta on File iwithess peading change)

iew Symanany
Electronic Jubmissions
Bisopicaton Submeaicn dated by 10 2001 8 54 37 Al EDT (POF
o0 chitied iy 1 100 38 () A6 ELT(PLF
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The Step 1: Review and Update page displays the data on file in Laboratory Licensure database (and any

pending changes already entered via eCLEP) for your facility. Review and click Next. A printable version of
this information is available by clicking the “Printable Summary in PDF Format” link.

Wadsworth Center

MW Torm Siass Deparymaent af Hesth

Form e el R el § R Dhinpes
Permibazerinn | Preficssncy Teatng | Greas Asnual Recepss | LDTAppreval | Surewy | Blocd Aescueen | Toch

Lab FIoA  Dwearidis Feisonesl  Peomel CONGOrELTEN.  FLCE and Dy

PFI; 0000 Narme: Infewnal Test far CLEP ¢
Lo anl Upelats 58

I Step 1. Review and Update I
Plaburiia (inwuiper Puin fusfFaruniy Dmsiiowe b it st dnd it SinTigbinbinieite 1 s Funim] s bl ¢ P, el Mo g i b o T B ot B’ vt i in s Dby ciiogeick chinki i Bensf? o
e Line Py e . Once i i e, v b e B S CRAnGNs i e chaty

Once you s Seiniied Bl S rrioomason @ Fo sommany Below i comgieds and scoumie Chok Mest® i conbnue

=

SUMMARY OF FENDING CHANGES

I Exmbsbis Sammiary:in PEE St I

Submitted On Submitter's HC3 1D Genetated O
] A0 e Agr 5 033 332 03 FM EDT
SECTION | - GCEWERAL LARCRATEMY BFCRMA TIOH
Fitld Mae I Curend Duta T Chaseg
Latsormiory £ =

Please read the Step 2: Attest and Submit page in its entirety and click the checkbox to signify that you have

read, and agree with, the attestation; then click Next.

Peama Maseraaly | Frodicwncy Testag | LOT Appeowal | Sarvey | Lived Lt |

Lk Pepfide  Dweersbap  Prosonred  Peeesil ColegerwsTests PRCs srd DiRers ool

Lo e o] Nases: Pl Tedl iy CLEF TEST 1
Benuired Data
— - i — |
o imciity ha mcdicated Bal f haa sdded @ new PSC or changed Wian ha PS5 Sayeiamen page

FEC Sall - ' " 1
iy PPOTESS oF B0 wsiving PEC PG 0000 - WODYL buthas aot  provids e il e ]

compisiad e tal aurarumant quaLsong chck g Seve bulon

Flep 1. Atieal and §ubmin
Fisate resd Ba lolowing SSeiteton cireluly I you Sgies, isgray By Clcking Tl chackbor Baltw [* pequined ), Fen ok MasT

1 underrtand Bl signing and wshmi@ng e iecord n his Sbeon i P pal sguvalent of having placesd my handwithen
SRR 66 P fulbirrled thited a5 Fro ARNCASon | ufdenieed B0 spres Tty sl Failaly degreng i bulboeieeg T
14Erd e BRI | B SeTeing 80 B P Of Pl EVRHTRASGN CONaTST Fan

1 W BN MACSTy (80O OF DR SAsDENe S ) POEI RSSO The CToll B DTGy ONFRCIDE, Uil TE Wbl ufrOer
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FBINErRIRANRE i TS BPOBCABEN. | SCRowiSge Bl Ao 5. Tie v, Sechon ST of Miew 7o S Publs Hes Lis soulitel
TVl B 00 BTy SITIRT 15 SUAIRCANY wOsd DO B Change of CHECIEr SwTHr O HOLIBEN ANy Chanpes of T IViImason i
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The Step 3: Print For Your Records page allows access to the eCLEP summary in PDF format. NOTE: The

eCLEP Summary is no longer required to be signed and returned to CLEP. Click on the Submission dated
[date, time] (PDF) and print or save this document for your records, if desired. Then click Finished. You will be

directed to the main Read-Only mode page.

CLINICAL LABORATORY EVALUATION PROGRAM

Parméc lpiarisly, | Proficisncy Teatng | Grosshreusl Recapts | LDT Appesvsl | Survey | Blod Resoerces

Rrazplcaton Canbe

ingls Uns Paemsl | Tooh

Reapglication Pericd Feb 3. 1034 Shrough Fab 79 7024 at 1088 PRLEST

RF 0000 Nam: I st i CLEF Dy

oo it Upes 1 [

Biep 42 Prind For Your Records
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Ereasil
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SHA4 A0
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Navigating in the Permit Materials Module

Lab Profile
General Information link
The General Information webpage allows you to make changes to the laboratory name and address, facility type

and lab contact information. Note an effective date for any laboratory name and address changes is required. Enter

the required information and tab before clicking Save.

— —_— ———— _— _— —_— e o

[ -.;--.l -.d.-...-..o-....-.:n.--,-n-l.-n. _le

Pormit laterisin | Proficiency Testing | Groas Annual Recepts | LOT Approval | Sureey | Bicod Bescorces | Singie Use Permit | Bools

[T Owseribip  Pafiiard | Pormdl CHagewi il PECE aAd D
Reappiication Perled: has 13 005 Drough Agr 01, 205 o 12 50AM, EDT [Fiscpaton Caster |

PR 0000 Nama: Internal Tast ior CLEP D ONSE 19

HEunaT Nt @nd Addfenia ISiorhalen

orrgicn

Mame: islemal Tes! ke CLEP Dav CMSE 10
T

Addreas: PO Bexd 510

Ciy:  AEaSy

Country: Lindisd Siates -

BinteProving. P Sk w | WY Cotiatity= | Alarry -
Zip Code: 12203

h mmiddivry O
* [ isciew Diabe i riqueian] Ko iy navmavsckionss changs

Cueruint il ik TRy

Facility Typa: Horpetsl w | Fae Sastusc Opon

Lot Cosntget inlormmastaon
Telaphars | PRE il SRdw): 70405 TRRONSSY Ext: 120

Fun | )

Emall : dumeremaagiies] com
Muliphs amady addheatas can be erlenid by sopanstyg S w8 Commas and no adabionsl spaces. Faid el of & lolsl of 75 charsciens

Costsctlls  Haip  FAD  Accessibiity  Message Conber

USER TIP: More than one email address may be entered in the Lab Contact Email field by separating each address

with a semicolon.
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Regulatory Information link

The Regulatory Information webpage allows you to revise the CLIA registration and Medicaid number for the
laboratory. Enter the required information and click Save. Laboratories in New York should not revise the CLIA number
without first contacting CLEPCERT@health.ny.gov.

Poereit Matwrials | Profcmncy Testng | Gross Annual Receipts | LDTAgproval | Surewy | Tools
wnarstip| Personsel | Pemit Comegonen TSt | PSCs and 0T

Reappication Pariod: Feb 10, 001 freugh Feb 38 2021 a5 00 PM EST
+ Requisiory CLUA e 000000001 N1 L. 00EO00000)
rlorration  Madesd o MA i kg Moy -~ oy
Doy Canoel Smwcec) Curge;
demmamicgrmss | P 000D Mt temal Test e CLEP
Cort] Peegor Feguatory Informabon
Aoy CLIA Registration Nex (00000000
Woscicaid Mo: ik
St Clear

Hours link

The Hours section allows you to change laboratory testing hours. Click on Edit button. Enter the required information
and click Save.

Note: The Clinical Laboratory Evaluation Program may seek clarification of information entered in the “Hours Note” field

before accepting the proposed change.

NEW: Hours are now collected in military (24-hour) format.

I
| Ao el s v i S = s |Sebecs Fachiy

Pemmi Munkrials | Profciescy Testing | Groas Annusl Recsipts | LDTApgeoval | Survey | Bl Rertources | Single Ude Parsit | Tosis
[T | wreriig | Personsel | Pamsit CategonesTests. | PEES ang Omhers

Raapplication Period: Mar 13, 205 Swough Apr 01, 2025 o 17 50 AM_ EDT Frappieasien Covte]
Coneral infmaton | A o000 Nawmw: intema’ Teaf for CLEP Dev CNSE 15
iy L s
i
| - Erfed s n milany (24000 ) kermal Exammpls 1100 pen o 23 00 hows
| m oy 0000 2400 34 Hicurs Cloned Salect Howrn
E—— Fuesdry 01:00 22:30 24 Mgury Closed Salect Hoars
Aocounting - =
TN iWedaenday 02:00 21:30 T4 Migury Clossd Salect Howrs
Trursiay 03:00 2030 T4 Hasirs Cloied Salect Hemrs
Froay 0400 19:30 24 Hours Closed Sahrct Howrs
Sy 000 18:30 24 Hicura Closed Salect Hourn
Senday 05:00 17:30 34 Hisirs Chesad Salact Hemss
Hours Nots: Oipen s needed Ingger el
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B T e b e ] M—
Pyrmit Materiah | Proficiency Testing | Grows Annual Beceipts | LOT Approval | Swereey | Blood Resowces. | Sngle Use Permit | Tooh
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Contact Person link
The Contact Person section allows you to change/update the contact person for the laboratory and their
contact information (e-mail and phone number).
e The laboratory contact person is the individual who is designated by the laboratory director and
owner(s) to communicate with the Department on matters relating to the clinical laboratory permit.
e You are required to verify/update the Contact Person in Reapplication mode.

USER TIP: More than one email address may be entered in the Contact Person Email field by separating
each address with a semicolon.

Permit Materials | Proficency Testing | Gross Ansuad Fecepts. | LOT Appeoval | Survey | Biood Rescurces | Toois

dwrmershp Personnel  Pernd Cotegoresiests. PECH. anct Ofers

Reapplication Period: Llar 1), 2023 Sroogh Mar 31, 2023 #t (500 PAL EDT [eR——— |
Bgmony Fors! Haow : e Il FrotName G
T Last Marra - Dow 6 Lot ey S,
B Teiephone : YE105558 [
AT AR Emuil : cummysmadifiesi com, heilofiettoom Ot Bl oty siewenea) st g 0w
+ Contact Pesson Cancal Saslectod CRanges
Aooouning PR (300 Name: [mtema’ Tagt for CLER
rs Contact Parson
First Hame: Larate
Migdle Hame:
ks Nami: [os
Telephone (Ri3-Seses 12100000 Ext:

Emuk  Asmmessiies pom heleies! o

e
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Accounting Information link

The Accounting Information section allows you to add/update the accountant information for the laboratory and

their contact information (e-mail, phone number and address). Enter the required information and click Save.

**NOTE: This section is optional. Data entered here will be used for emailing the permit and
reference fees invoices. If no data is entered here, the invoice will be emailed to the laboratory

director.

Reference fee invoices are emailed to the laboratory and are not mailed in hard copy. Please see

our Laboratory Fees webpage for more information.

Mt s e Saleead - AS Seate - Bl FeAbeT L_._.Im
Porna Bativialy | Profosnty Teiling | Ofid Asnus Ressipts | LOT Approvsl | Sunvey | Bl Rebirons | Seogis Ut Permst | Toss
I owmenhp Penosnsl Permet Drsgones Tt | FSC1 and Dfhen
Reapplcmban Perisd: blar 13 3005 shvsegh Aps O, 2005 an 12 5940 EDT
ool DT S0 PR o0 Wama: Indavmad Tosd lor CLIE Dare NS 19
Rimbi Accounting Infermaticn
an | Ths seosen 5 sponal. Dt ertened R will be uied fr ermaling the permst ssd ieherence lois mvoons. B o it i oeted here, B rrvoce will b ermaied 1o the
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Ownership

The Ownership section is divided into three subsections, Owner, Declaration, and Upload.

Please reference the Instructions document, available form the list on the left side of the screen, for

definitions and examples of ownership structures.

**Reapplication Period: Laboratories are required to upload a list of direct and indirect owners using the

Upload Feature.

Definitions:

o Direct ownership means an individual or entity with an ownership interest or controlling interest in the applying
facility.

¢ Indirect ownership means an individual or entity with an ownership interest, controlling interest, or corporate
membership, in an entity with direct or indirect ownership in the applying clinical facility. Indirect owners who
hold a ten (10) percent or greater ownership interest, controlling interest, or corporate membership, are

required to be disclosed by the applying clinical facility.

Examples of ownership structures:

Example 1 (Business Corporation): ABC Lab is owned by ABC Lab, Inc. ABC Lab Inc. has two
major stockholders, Mr. Smith and Mr. Hernandez. ABC Lab, Inc. is the direct owner. Mr. Smith and
Mr. Hernandez are indirect owners.

Example 2 (Business Corporation): ABC Lab, Inc. dba ABC Lab is owned by ABC Lab, Inc. ABC
Lab, Inc has two primary investors; Umbrella Corp, Inc. and Ms. Smirnov. ABC Lab, Inc., is the

direct owner. Umbrella Corp, Inc. and Ms. Smirnov are indirect owners.

Example 3 (Partnership): Acme Lab is owned by Zhang Brothers, LLP. The partners of Zhang
Brothers, LLP are Zhang Industries and Mr. Lee. Zhang Industries is owned by A. Zhang and B.
Zhang. Zhang Brothers, LLP is the direct owner. Zhang Industries, Mr. Lee, A. Zhang, and B. Zhang

are all indirect owners.

Example 4 (Not-for-Profit Corporation): Healthy Hospital Laboratory is owned by Healthy Hospital,
Inc., a not-for-profit corporation. Healthy Hospital, Inc. has two corporate members, Biggie Health
Systems, Inc. and Bigger Health Systems, Inc. Biggie Health Systems, Inc. and Bigger Health
Systems, Inc. are considered indirect owners in Healthy Hospital Laboratory.
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Example 5: (Professional Corporation): Neighborhood Physicians, PLLC operates a clinical
laboratory. Neighborhood Physicians, PLLC is owned by Hospital Physicians, PC and Dr. Patel.

Hospital Physicians, PC and Dr. Patel are indirect owners.

Ownership Interest means the possession of stock, equity in the capital, or any interest in revenue of an
entity.

Controlling interest means the ability to direct or control the operation or management of an entity.
Members on the Board of Directors or Board of Trustees for not-for-profit corporations are considered to
have controlling interests. Any individual or entity with a ten (10) percent or greater controlling interest is
required to be disclosed by the applying clinical facility. Licensed physicians who are included on the Board
of Directors/Board of Trustees for a not-for-profit corporation are required to disclose their authority to order
laboratory tests if they have greater than 10% controlling interest in the applying clinical facility.

Corporate membership means an individual or entity with a voting interest in a not-for-profit corporation
that directly owns the applying facility. Corporate membership includes, but is not limited to, the right to vote
in the election for directors of the clinical laboratory or on fundamental corporate transactions such as closing

the business or amending the bylaws.

Management company means any organization that operates and manages a clinical laboratory on behalf of

the owner, with the owner retaining ultimate legal responsibility for the operation of the business.

During the Reapplication period, you will be required to enter any missing data and/or update information.

The reapplication cannot be submitted without providing this information. You will receive error

messages when you try to continue without addressing these fields. When this happens, please enter the

missing data, select a dropdown option and/or click the radio button; then click Save again.

During the Open Mode, update information as necessary to accurately reflect a laboratory change.
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Owner link

This webpage captures information such as the owner type, Federal Employer Identification Number (EIN, aka
TIN), owner name, etc. If the response to question 1 is “Yes”, you will be prompted to upload a list of all laboratories

in which any of the direct or indirect owners have ownership, controlling interest, or corporate membership.

PLEASE NOTE: All laboratories that share a common Federal Employer Identification Number (EIN) are
considered to be owned by the same entity and disclosure of the other laboratories owned by the direct
and indirect owners is required. Note that to complete this section, the applying facility should consult their
administration and/or legal department. It is not necessary to include Limited Service Laboratories in this
list.

| Permit Materials | Proficiency Testing | Gross Annual Receipts | LDT Approval | Survey | Blood Resources | Single Use Permit | Tools

Reapplication Period: Feb 21, 2024 through Feb 20, 2024 at 11:50 PM, EST Reapplication Cente

Instructions PFI: 0000 Name: Intemai Teat for GLEF Dev

1. Do any of the direct or indirect owners of this facility have a direct or indirect ownership interest. controlling interest, or corporate membership in any other clinical
|zboratory permittad by Mew York State? Refer to the Ownership section of the eCLEP Permit Materials User Manual for definitions and sxamples of intarests that
need to be disclosed. (Limited Service Laboratory registrations are not required to be disclosed.)

®ves Uho

eparata sheet identfy each direct or indirect owner and the |aboratorylies) for which the persan or entity has an ownership interest, controlling interest or
oorate membership. The PRl and name of the |sboratory(ies) must be indicated. This sheet must be uploaded in the field (sbeled "Lizt of Other Labz Cuned"on the
p Jage.

Owner Information

Owner Type:
EIN: LLARRR RN (Employer Identification No.)
Name: bhr

*EIN/Name Change effective: mm/ddiyyyy O * Effective Date is required for EIN'Name Change

Address: st addr

City: a city
Country: [United States v |

State/Province: Zip: 12201

Al laboratories are required annually fo submit 2 listing of 2l direct o

rs of the laboratory and all indir
fing must be upleaded in tha "Li

of the laboratory who hold 2 10% or greater
fizld on the Upload paga. Refer to the

4 onally, the laboratory may
= and the Dec'arstion page. These

t. and Corporate Membership Statement {D03) be completed. This
r the Apply for a Clinical Laboratory

decument must be uploadad in t
Permit tab or in the Tools tab of @CLER.

Owner Contact Information
Title: 00

First Name: fname

Middle Name:

Last Name: Iname

Telephone [##-88E-808): §18-470-2222 Ext:
Fax (#2888

Email: darrell shafer@health.ny.gov

Save

During Reapplication, all laboratories are required to upload a list of direct and indirect owners
of the laboratory.

The list of direct owners must include (based on ownership type):
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¢ Individuals: Names, addresses, percentage of ownership, and social security numbers of individual
owners.

o Partnership: Names, addresses, percentage of ownership, and social security numbers of all partners.

e Government: The governmental entity and name of the representative official (i.e., Commissioner of
Health, Chancellor, etc.) who can be contacted regarding ownership issues.

o For-Profit Corporation: Names, addresses, percentage of ownership, and social security numbers (or
EIN) for corporate officers, and/or shareholders.

¢ Not-for-Profit Corporation (NFPC): A list of the Board of Directors/Trustees/Governors of the NFPC.

e Other: Names, addresses, percentage of ownership and SSN or EIN, as appropriate.

The list of indirect owners must include those individuals or entitites that 1) possess ten (10) percent or more of
the voting shares of an entity that directly owns/operates a clinical laboratory; 2) maintain a controlling interest of
ten (10) percent or more in an entity that directly owns/operates a clinical laboratory; or 3) maintain corporate

membership in a not-for-profit corporation that directly owns/operates a clinical laboratory.

The list must include (based on ownership type):
¢ Individuals: Names, addresses, percentage of ownership, and social security numbers of individual
owners
o Partnership: Names, addresses, percentage of ownership, and social security numbers the
partners
o For-Profit Corporation: Names, addresses, percentage of ownership, and social security numbers

(or EIN) for corporate officers, and/or shareholders

e Not-for-Profit Corporation: A list of the Board of Directors/Trustees/Governors of the NFPC.

PLEASE NOTE: If a laboratory has declared a change in ownership at the time of renewal, the laboratory must
submit a new Disclosure of Ownership, Controlling Interest, and Corporate Membership Statement (DOS). This
document should be uploaded with the list of direct and indirect owners.
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Respond to the questions presented in this section. For each “Yes” response, the laboratory will be prompted to

upload supplemental documentation. These documents will be uploaded in the Upload screen described below.

Permi Maberighy | Froficiency Resting | Geoss Annual Recsipts | LOTAppeoval | Sursey | Blood Resowces | Tools

Lat Protie | [EEETIERITY | Porioan | Pormin CateguraniTists| PG atd Obwrs

Rusppiication Period: blar 0. 2027 Breigh Mar 31, 2029 ol 05.00 PM EDT Fvappicacn Cante]
DN PR 0000 Name: intemal Fegf Ko CLEF
une 1. M lhe deecioe, sy absebnl drecinis), of thase havng drect o wrdracl comesship. conbroling mies], o coduaaie membacshy m B apphang lacilly ever hean
|-E | changed wilh wilatons of Iocal shte: or Fodkoral ks o RoguisBons inCiuding buf ot limited fn, th PUbC Hixah Low of rediced Statuler conceming e provison of
haalh (e Garacd of (e irmbursamant ke tuch Samnoes? To I xdesl Tial such chanmes i cumanlly pendeng, respond “Yed™
Py
Byes Ny
-:'f.!EE‘:'d'!:EE'I-.‘(-' 51 e name and addeess 0f e noniouRd 5| or enbiy(es| 8 0esrpd e | 30 CrspOSIhOTS: 8 e CRAe S NGy daes The
PRI of P ooy mist b anchuced o0 T shwsst Thes shisd misst e upioaded i e § "DirconChinar Viokabon o Chargss™ on e Lpload pe0s

RELEASE 1.12

L Has the dnscitr any ssshant dirchosfs) of those having Srech o indrac] ownesrshep. conlroling infeesal or Comornsie membearship it T apphang chcal Bollty
#er haen charged wilh any come, inciuding but nol msed i amy oflense reiaind 1o e Aarmeshing of, o billing for, cinacal isboralory sanaces, medical can Senioes, o
supphes, or wheh i congadered oa offinsa imvolvng Thefor Irnad To theeocdont Pl such changes arg cumently pending, sespond "Yes™

s Lo
-
' graln shend. IS name and padtess of e navoui's) ar eatty(ies) 3 ons of P chergnis) meudeg daes. The

m i IR D Dt ICLISS B S ARal TG Shavl mist e pioanad i e Mk iehesind Tameenviiunar Crma COnAchon™on Ta Lipisad page

. b5 ey incinachual wilh & direct or indieect pwnership of conkrolling mbsest n e apphying cimical fackty & boensed health professaxal sufonmed by law o ooder
chrical boraiony Resls and raceive results? Nobi thal @ "Yes™ responsa i sxpacid f any dinect of indinsct ownars g ioensed physicaes wih D% or greater
[MTESAD or Conlrmling nises!

¥ Lo

ndvduais wilh gresien than 5% owner

a! B mchudead on thes chesdl Thes ahes
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If a laboratory declares it has entered into a new management contract, a follow-up request to submit a copy of
the contract to CLEP will be made, there is currently no upload feature for management contract submission.

4. |s the applying clinical facility operated by a management company, or leased in whole or in part by any other organization?
® Yes O No

—Management Company
Name: |

Address: |

city: | |

Country: [United States

State/Province: | Alabama ~ | Zip: | |

—Management Contact Information

FrstName: ||
iddioName: [ |
Losthame:| |

Telephone (##-###-#H):

| Ext:]

Email: [ |

Savel
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Upload link

Depending on the laboratory’s responses to the questions on the Declaration page, users will see one or more
fields requesting specific documents to be uploaded. During Reapplication, all laboratories are required to
upload a list of direct and indirect owners of the laboratory. Refer to page 24 for definitions of direct and
indirect owners and page 27 for specific instruction on reporting the ownership.

To upload a document, verify the document type you wish to upload matches the document type on the screen
(List of Owners, List of Other Labs Owned, Director/Owner Violation or Charges, Director/Owner Crime Conviction,
List of Authroized Individuals) then click Browse button to the right of the File Name space. Navigate to the
electronic file on your computer, then click Open to upload.

If you accidently upload the wrong document, you may click on Browse button again and choose another
document, the original uploaded document will be overwritten.

Once all documents have been uploaded, click Save.

Cwnership [ Ceclaration Upleed
sy Plegee Upings B reguested documsnts m B feids bl File boematy. gevenled s Lleeroscl Word | ot FOF Each documant shoald hes the PRI

of thit apptying 1acilmy perming ey iNOCated 30 thie 1p of e page 1 1 e 1D UpICcyd T COme] gocLment in he
neieaant feid For exampie, use the upicad feld labeied "Lt of Owners”, for i | Teappicaton o e Deckoaune of
Swmershp, Conirolng Inlerest and Coporale Membershvp Statement o7 3 dredl owner change
Micie a0 e Sooumend may be upioaded 1.4 g wpioad feid E o Linkn The feid, i owenvmies B previous document wpicaded
Ly i o i Spourmers upioaded o submdied 10 CLEF when you Sobimed Chane

Thia T e £ c510en 20k rombaers, lmers wed 3 geriod Spoces and special charsewrs ank mot SBoeed.

ploscied Fies
Fils Mame Upicaded By Tiee
Lisi of Cvwners 3o D32

NeaTeh T T 7] e seguaned
ol o Sy

' Fila Mame: Chocie Pl | Mo fle chowen

Lise . uploasd R o best thee diresct and indiner] owniers of the: laborafony

i iof et Lk i

* File Mame: Chocss File | o fle o
Lise By upioded lesic I identidy each deect o mdrect owner 2 the borioryfies ] for shich Te owner has an wnershe mnienes], coniollng intenest of Domomie
membsershap, i response 10 Cuesbon 1 on e Owner page. The FF1and name of the laboraion(es]) must be mocated

(wecior Ownes 'sholason or Charges

" Fib M Chocis Fil | N B Chosen

Lise Phis upicasd et b provede: addational mformaton i esponse i Queston 1 on the Declanson pags
ectos owroe Cores Keconmciom

" Fiba Mama: Chooss File | b fls dhexsen

Wb D ] M 1 Pl Qe VPPN o ol 13 CabRlelen 7 & Med DDeciaratendi [boss
Lt of Aushonged radsedoals

© Filg Mo Chechl Pl | b B ot

e s uploand feid o provede addsbonal rfonmaton i response o Guestion 3 on the Declaraton page

St Tl
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Personnel

The Personnel section has many subsections, including Director, Assistant Director, and Responsibilities. Note
that any yellow highlighted areas are required. You will need to know the Certificate of Qualification (CQ) code of

any new directors or assistant directors. The CQ code (five letters followed by a number) can be found on the

individual’'s certificate. If you are unable to locate this document for the individual, e-mail

CLEPCERT@health.ny.gov for help in looking up CQ codes.

e During the Reapplication mode, please review each subsection for accuracy.

| Permit Materials | Proficiency Testing | Gross Annual Receipts | LOT Approval | Survey | EBlood Resources | Tools

Lab Profile| | Gwnership| [ZiEmaad] Pormit CategoriesiTests | PSCs and Cithers

Reapplication Period: Mar 10, 2023 through Mar 31, 2023 at 05:00 PM, EOT

Director subsection

The Director section allows you to view and update current on-site hours and email address for the Laboratory

Director as well as appoint a new Laboratory Director. Update hours (whole numbers ONLY), frequency and email

address as needed and click Save.

Pormil Mabwrish | Proficiency Testing | Groas Anresi Receipts | LOT Appeowal | Servey | Blood Resowces | Single Use Permit | Tools

ik Peshls  Cwrarifep m Pormd Cotsgoriea el PICH b Ot

Reapplicaion Perod: Mar 13, 2035 Brough Apr 01, 2005 of 12 59 A8, EDT

| Directoe PR 000D Name: el Tast B CLEP Daw CNSE 10
| = Current Direstor
: Sl ey Mame: Tocd Lée PHD)
| Miibictard Dithon COCose: LEEXTY 0 ExplrwSon Dute: 11067004
L Dinecior's Hours
E-id Enlesr fa ronrage numbest (mhols number] of Bours and reguenay of your on-slls presencs f e laborsory Vou muad enfior & rumber in Ba Hours On-5i lekd
Al Kokt D mal inClude Memobe soCeys Bours in fet reporied hours fof T direcion We 133ume, ind require. B divechons sed sasiatest dreciors be
— remotely accesaibis by e Labarxioey 47 10 provide sdministrative of techrical sssistince.
| Responsibiltes ¥ on-aly pricisncs B bkt frequent fhan “Every Ot Weeek®, chooss "0t inkenve™ and] Simcnbe your schadule i i nols fiekd beiow
1 Al reported hours ane sshject to review and Program approval.
i s On-Site:

Erlas whals:
paf || | Ewary Dibwr Wsk »
Email:

e
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If the frequency “Other interval” is selected from the drop-down menu, then it is mandatory to provide the proposed
frequency in the note field provided.

Pormit laderialy | Frofcssncy Testing | Gross Annusl Recsipis. | LDT Approval | Bunvey | Biood Rescwrces | Singls Lise Permdt Fale

Lok Frofie | Dweenbep [DRTEted] |Fered GriegomiTesh  FIGH and Gy
. Raspphcaiion Perisd: Mar 13, 235 iheougn Age (1, 3025 o 12 56 AM_EDT re———
| Carectze Fending Changes:
=] | e on e “
ADCCEE N Ol Sl Crobgi
Aasistant Dirsciers PEr 0000 Mama: Infornal Tas! for CLEP few CNSE 99
w Curren Director
| Mama: Tadd Lo FRD
; LDEXT) : Q1
- 00 Coxle: LILI L3 Eapirataon Date o]
[ Dicler's Hours
Foaspontitiles Eriter e irvirige fsmisst (ahie Meambed | of hours ind Biguency of your of-ahe reeence il e labonimery ‘ou L] enke! & fumBer is T Hours On-Sio ekl
W Mode: Do nect inciude remole sccess howry in the reported hours for B dinclor We assume and requice, S directon snd ansistant drsciors b
remofely scoewsible by the laborsiony 24T to provide sdminivirative of technical ssslstancs.

R e
Honalle prasencs m bind Snsgusnl Bhan E vy Dffasd Wissh", chooss “Ofer Islerval™ and Sindsits pour schadulis 5 5 fole Bkl bislow
Al peportesd haurs ars sulbject 16 nevies and Program approval.

Haurs On-Sie:
F s mdbi Fanrtlazs (a5
F [ e Il o

anmrw-—m‘um
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To appoint a new Director, enter the CQ Code of the new director, the effective dates of the change and the
work email address at this facility. Click Next.

Note: The incoming director must hold a valid Certificate of Qualification and their CQ code must be entered. If
the incoming director does not currently hold or has not applied for a Certificate of Qualification, please contact
CLEPCERT@health.ny.gov for alternate instructions.

Li Frepis Desiisiy (DT P CHRSWL AN FECE G OB
Raappiication Pariad Jan 18 2024 Peough Jul 0, J00% 175008 10T E.ﬁrn:-h-
Lkl L M sl foad o CLEP DA 49 VAL
i Ll — S — — _— - S — I — — —
[ A | . cother i s rRpRB T e o i iabormiony deecind 1 oL EP e meonmeng, devecios ma i i v St o Cuscabon
o o ok P (o i) O o WoCirsrag) S eTiod (Mnirs PO Dy P i it il (o ol ey Dlirsay (o)
BHENR Drgin ot oM Sealls frr gy Aol e Pl ol B

When astagreneg @ cursen Assaban] Danicior o (weclion, o roll st i sspuend! o deets b Assland Oreclsd Tha proces wil be Punsdied

< wake mdomatraly when B Dreciors spposniment s scepied
Ad] T A i A Pt Pl 8 v sl s ecrpngnd [1RC5) ol ot suiborsd i Dwecion Ao Foem, i eiaias, | gllige g HICS.
YEmoyd g el P kol Troy Do o Aol Fone ol Doy evuiion]) ] plaplaily b3 dodom . o gl e ki Fuiri [ninie's (8devtuim] F il
[ —— el Wk hors: el chary P rieon of i) aewrded pirrl. Piiris siveine our Hioallh Comatmnin 5wl webgage ko more rkaraaion
ea
et Appaint A New Direcion
To bepr jimares 8 0 e ke reguesled beiow e sk an e vk () are reect
Endgoang Newcics

M | atscraiory Cursclor
* Eadieg Dule: mvdd vy O

s porigoing diescior will contire o This Tec@fy 11 80 swentent Seecior
Fian (e
- £O Code of Mrw Cirecior: o ol ) ot

¢ Note, when a new Laboratory Director is appointed, they must also complete and submit an HCS Affiliation
Request form available at www.wadsworth.org/regulatory/clep/clinical-labs/obtain-permit/health-
commerce. The completed, signed document must be scanned and emailed to
CLEP@health.ny.gov.

e Note, a current Laboratory Director cannot be removed from the laboratory without identifying a
replacement. If the incoming director does not currently hold a Certificate of Qualification, please
contact CLEP at CLEPCERT@health.ny.gov for alternate instruction.
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On the following screen, enter the new director’s on-site hours (whole number ONLY), select the frequency from the

drop-down menu, enter the new director’s email address. Click Next.

Lat Froses Dwnercng [QIERTTY] Fema Cusgonenieun Filuass Smen

| RappSaton Peiod Ma 10, 20070 Peough Agw 01, 05 o 17 58 AN, EDT [Pl agge it
Direciar | mFr oo Marwe: el Taw o CLEW Dww CNSE 10
Y [ A £ Direch
Mo specfy Be revw Direciors s o P dacilly (regueed)
Adiritent Grecior Chapaeng Darcior
e W Tixdd Lot LEENT)
i Erucfingg Qo w0070 01094
- Confiruing s Ansinbant Dirscior Line
Bt e Cormiter’
Hebpomnibslfien. Rarma: (FIARMMY|
k- ol Expliuntion Date: JT00 0810
R Starting Dale: 2075054

Eri T ivvirage et (afcie rumbss’) of hour and beguescy of pour on-aile presence ot e laborsiery You fnl enden o neeted o T Houny On-Sile eld

Mgt D prcl vt bk peiol didi . P b Do geailnd hinst 150 [hab dbtled W ibaurrd, ind igudi e, Tl Sendbisf i afed Baadaland dereslond b
remoisly scossnible io e laborniony 247 o provide o

Mol Prosencs i i reguesl Ban “Tvery O Week™ chodra Ui’ ilecallT a5 Sencribe your wcPaduls n B fole Seld bakow
A Pepried heUES B FAHCL T PV and Progrim appeel.
Hodary O Bite:

o

[Festlance

If the frequency “Other interval” is selected from the drop-down menu, then it is mandatory to provide the proposed

frequency in the note field provided.

Cirechor | AR o0 Marna: intarnal Toat dor CLEP Duee CIAE 10
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= Appoin hew | Pt gy o e Eirincien's ecairs o s iy jhapriet)
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- Encing Date wan 2055.00.14
it i Contirming i Aaalitant Director. laha
Hemes | -~ Mow Depciar
Rt porristiv e I Warme; (HYAMMT)
Yew C0 Explration Dabe: 2077 0850
UToKE Seartineg Date; 3050014
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Review the additional places of employment for the new director; add additional facilities as needed; click Next.

According to our records, the new Director is affiliated with the following facilities:
1. (PFI 1899) Albany Medical Center Hospital Clinical Laboratories — Asst. Director

Does this Director work at any facility not listed above? If so, please describe below:

-

E Cancell

Indicate the permit categories in which the new director will have responsibilities, click Finish. The check box list

includes all categories either held or in applied status for the laboratory.

Note: The new director must hold a Certificate of Qualification in the corresponding category to allow assignment

of responsibility for a permit category. If the laboratory director does not hold the appropriate corresponding

category on their Certification of Qualification, the request for assignment of responsibility for the permit category

will be rejected. An individual may not serve as laboratory director unless they are assigned responsibility for at
least one permit category.

This page also allows the laboratory to request one additional category by choosing a category from the New

Category dropdown below the check box list, then click Finish.

Mew Director's Responsibilitizs (select all that apply):

[ andrology
[ Bacteriology — Comprehensive
[] Blood pH and Gases
[l Blood Senvices — Transfusion
[ Clinical Chemisiry
O Cytopathology - Mon-gynecolegical Testing
O Diagnostic Immunology — Diagnostic Services Serology
[ Endocrinalogy
[] Hematology -- Cellular Hematology
[] Hematology -- Coagulation
O Hematology -- Cytohematology Diagnosiic
O Histopathology -- General
[1 immunchematology
[ Mycobacteriology — Restricted
[ Mycology - Restricted
[] Oncology - Soluble Tumor Markers
O Parasitology -- Comprehensive
Toxicology -- Clinical Toxicology-Inifial Testing Cnly
[]Ther. Sub. Mon_/Quant. Tox.
[ Urinalysis
I Urine Pregnancy Tesling
[ virology

NOTE: If this Director is to be responsible for a category not yet held by this facility, you
may select the new category below:

W —— |

The next page will display the new director change. Review the information for accuracy.
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Assistant Director subsection

The Assistant Director section allows you to view the current assistant directors, update assistant director on-
site hours, add a new assistant director(s), and remove an assistant director(s).

Pt Materials | Profoency Testng | Gross Annusl Reosipts | LDT Approvsl | Survey | Blotd Resounoes

Lan Frofis | | Creversip| [TRTOEN]  Femne CrisgorssTeam | | FECT and S

Singhe Use Perma | Tooks
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WERLUTONE
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e
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B
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e

To add an Assistant Director, please follow the steps as presented above for appointing a new Laboratory
Director.

Pl Matitials | Profecy Sesting | Grons Al Bevepts | (LD T Apiowal

Hurwny | Enod Redsuiors | Lingle Uss Permil | Teols

L Prones | Dy [ITEET]] | Pered CotmgenienTusts | FHGS al DRw
Raspplication Perodt w1, 200% Bwough A 01, 075 8 1350 AN LDT [Foapphcabon Center
Derector | PEE poon Mpg: Infemial Togd for CLEE Daw CNEE 19
it Ak Asstsiant Director
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To update the on-site hours for an Assistant Director, either click on the individual’'s name in the View page

(see above) or choose the individual from the drop-down list presented on the Update page, click Next.

» i s FmTilas
Fermil Maieriahy | Profciency lesting | Grous Annusl Recsigts LT Appuorsl ey Lo Eansuten Eenghe Uae Fermt Teuia.
Lok Pretis | Cwrarite [DTRETI] | Pl SRt TER | FICH S DR
Reappiication Peried: Myt 1, 3005 Rwough Agr 01, 2035 o 1250484, EDT [ p——
b
g PEL 0000 Nma; s Toad for CLIP Daw ONSE 40
. Choose Assistant Director to Update
F—
| Annintart Dirscion To Bagin, chooms Sm awirient deecior bom B bl and chck Wl
_ e
A3
Ao
| Reaponie
v
Linats

On the next screen, update the hours and/or email as needed, click Save. Note: The Clinical Laboratory

Evaluation Program may seek clarification of the Assistant Director's work schedule before accepting the
proposed change.
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o If the frequency “Other interval” is selected from the drop-down menu, then it is mandatory to provide the

proposed frequency in the note field provided.
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e Toremove an Assistant Director, either click the remove link next to the individual’s name on the View page;

or choose the individual from the list presented on the Remove page, click Next.
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e  On the following page, enter the effective date of the Assistant Director’s departure, click Remove.
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Note: If the departing assistant director is the sole individual responsible for a permit category(ies),
the Clinical Laboratory Evaluation Program will notify the director that the laboratory is in jeopardy
of losing an approved (or pending) permit category unless a timely arrangement is made for

assigning a qualified person (current or new) to be responsible for the permit category.

Responsibilities subsection

This section allows the laboratory to view all the permit categories and the corresponding CQ holders with responsibility.

On the “View” page, clicking on a director's name will allow you to edit the responsibilities for that individual.
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— Cishslar ireruncicgy - Laiboxytn F urchon
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From the Update page, choose a director from the dropdown to make edits to responsibilities.
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Existing permit category responsibilities are indicated by a check mark. Additional permit categories can be

requested by adding a check mark next to the desired category and clicking ‘Save’.
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Permit Categories/Tests
The Permit Categories/Tests sections allows you to:
e add permit categories to the laboratory permit;

e change permit category responsibilities for the laboratory director and/or assistant director(s);

e remove permit categories from the laboratory permit;

e enter test volumes (required for laboratories located in NYS during permit reapplication).

Wadsworth Center

Mew Yourl Siete Cepartrmeent of wesrm

L T eu I P ——_— T

Patrrat blaterinis | Praficiency beating | Gioss Annusl Recsgts | LOT Appesresl | Sufwey | Biosd Resousrced | Smgie Use Pavreil Tiergsin

Lsx Prosss | Owraring Parma Catgenaniin | PECH 408 O

Raspplication Period: Febi 21, 3004 eough Fel 20 004 &l 1750 PMLEST

Responsibilities subsection

Under the Responsibilities section, you may view the laboratory’s current permit categories, the status of each
category, and the laboratory director (DI) /assistant director (AD) responsible for each permit category.

e Click on the permit category name to view the current DI/ AD responsible for the category and to
add or remove individuals as responsible.

Perriit Materisls | Profciancy Tesling | Grodd Asnual Receipta | LDT Approval | Servey | Tooh

Raspplication Pariod: Feb (0, 03 Beeugh Feb 28, 2021 a6 0500 PM EST Faapi gt Canted
Rerpanyibictiog PR 0000 Mama: infermal Test for CLEP
* View
ol Warnings:
= —— » Some of e Categones lor s faciity do mof hawe & DUAD assgned. Please add Respormshilites

Pendng Changes

AN parmit canegories. 31 this facdity

Category Permit Categones. Responsibiloes Aesponuble Dirscions
Reng tRILTE St
Tt Vighurmé Panding Aod  &ndroiogy Pendirg Rathisen Curran
ﬂ.l:_n.l.ﬂ-"- (VAL I | L L. .
Elt Capmet Perding Eacienclogy Periki wathiean Curin
POC Tesang Fendng Blod o and Garees ‘Bencerg Moraca M Parker
Al | !

s Pendng Coduiyr brtraphalocy |ekacyie Foncle W responsible ADVDI for this Cabegory
mie o Ferdng bl iremaniakoo Rlabnacl, Lisdotvie IMManeiheeoians Yz reaponaible ADDE for this Categany
S Pending £Pulay Immgnolony Pore Wagbonand |eiyie e responsibie ADDH Tor this Camegeey

W T e s 1)
Pending Clncal Cremegry Benceng Mdonaca Al Parker
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PFI: 0000 Name: 012 DEV Intemal Test for CLEP TEST 1 DUMMY

Add/Remove Responsibilities

Category Name: Clinical Chemistry

r—Responsible AD/DI
= Monica M. Parker
» Jill Taylor

r—Available AD/DI

Person ld Person Name Add/Remove Responsibili
LEEXT3 [Todd Lee | Add

PARKIAT Monica M. Parker Fending
[TAYLJ Lill Taylor Pending

(“Person Id” is the Certificate of Qualification code)

Alternatively, choose the category to update from the Responsibilities Update page, click Next. This dropdown menu
will include all categories that the laboratory has applied for (pending) and those already held (approved). This will

take you to the same page as above.

Note: Personnel changes still pending review by the Department will not appear as available for responsibility
assignment (e.g., changes entered but not yet submitted in eCLEP). Only Certificate of Qualification holders
already associated with the laboratory will be listed. A new Assistant Director must be added through the

Personnel section.

arered Masen ale IMpfemncy lontimg  wooms Ansaal Hecespis Ui Appioes Surwnp Linkibed Lades.

L Profis Dmeribeg Parscassd FAn et O [ Tocin

Rl tios: Pyt Aga Q0. 210 Swaaaph D 15 7080 o 35,03 PWLEST
e poraiti PFE 0000 Wiwa: 313 DEV irtwreal Tat e CLEW TEST 1 CLAMY -
= Wodate Resgensibility
ity
E "_' ll'\ﬂnkl.llltporr: Samct o Categary = ]
e
Emoey

On the following page, indicate the effective date of the individual’'s new responsibility, click Add.
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Categery Wi Baciislgy

[R50 Parsoh Mo Todd Lo

[ = Parson b LEEXT]
1 U tective Date (remidyrys 1 :_.'T
Add Claar
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Category Upload — Cytopathology Proficiency Testing Enrollment

During permit reapplication, laboratories holding the category of Cytopathology — Gynecological Testing are
required to upload proof of enroliment in a CMS-approved proficiency testing (PT) program. Acceptable

documentation is an enrollment confirmation from the PT program. Purchase orders and order forms are

not acceptable.

The enrollment confirmation must reference the laboratory name and address.

[ ]

e The PFI number of the laboratory must be handwritten on the paper if the PFI or CLIA number is not
already included.

o |If the laboratory personnel participate in PT at another site, the order confirmation for “paper enroliment’

must be provided.
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Add a Category

To request to add a permit category, click on the Add New hyperlink from the left panel under Category.

| Meapplicaion Pariod: Uae 13, HG% Srough s 01, 0% @ 17 434k 0T
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Choose the desired permit category from the dropdown menu. Add a responsible director or assistant director for
the new category using the individual’'s CQ code and indicate whether testing is being performed using a
Laboratory-developed test. If you do not see the individual’s CQ code in the list, you must add the individual under
the Personnel tab before proceeding with the Add Category request. Please note that Permit Category and CQ

Code and the question “Are you testing using a Laboratory-developed test?” fields are mandatory.

Once all the required fields have been filled in, click the Next button. When requesting to add a category that
includes analytes/test that are described in CLIA Subpart | (42 CFR 493 Subpart 1), you will be required to indicate
the CMS-approved proficiency test provider and product that will be used to satisfy proficiency testing
requirements.
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Add New Category
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If you are unsure of what category is required for the testing that will be offered by the laboratory, you can use the
search engine to search for category by test name. Please make sure the browser you are using is not blocking

pop-ups, otherwise your search result will not be displayed.
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Indicate Tests Offered on NYS Specimens

This page provides a list of NYS-mandated PT analytes that are included under the new category. Please indicate
whether you offer these tests or not by selecting an option from the drop-down menu.

More information on NYS-mandated PT Analytes can be found in the Proficiency Testing Guide available at
https://www.wadsworth.org/regulatory/clep/pt.

The hyperlink Category Specific Help provides additional Proficiency Testing guidance by category.

All fields in this page are mandatory. Click Next button to proceed to the next page.

Pesmmt Madenaly. | Proficiency Testing | Gross Annual Receipts | LDT Approwval | Survey | Lemited Labs
e PFI: 0000 Name: O12 DEV Internal Test for CLEF TEST 1 DUMMY
i Indicate Tests Offered on NYS$ Specimens
pdate
Category .
Laboralories musst enroll in an acceplabie CAS-approved peoficiancy testing (PT) program for those tests described in

CLIA Subpart | (42 CFR: 433 Subparl |} Laboralones offering these lests on NY'S spacmens musi designade which PT prosnder and product

A Masie thery will use ko salisfy these nequinements for the upcoming calendar year
e First, pleass indicate if the laboratory will b cffiening any of the ests Ested below for Bhe calepory reguesisd
Eenoe
Test Vislume Calegory Faquining PT Baclericlogy
e el Instructions
S Bacleickegy

»  Peder bo Calegory Speciic Help for agdiional infoemation
= Laborateres e required B2 enrcll in 3 programis) thal includes

o & miramum of fve samples per lesting evenl

»  [hnes shipments per year

o Shimples for Daclenal isolation and isentficaton (cultune dnd moktcular meffods), antigen delection, pram Slan. and antncrobial susceptbity testing
= Choose a PT module hal best defines the laboralony’s level of senvice for ifeniificalion. These are defined in the Calegory Specific Help document

[Category Spechs Helg

Show 40 ¥ entries Search
ame Test $tahes
IdentScaion of Baclenal menngis pathopins by molculas melods TestOfered 7
IdenEScation of aclera by culure I
identfeation of icod pathogers (bactenal) by Fekecular methods
Idenkificafion of gastroiniestinal baclerial pafhogens by molecular methods ool CHicece v
denbficalion of gerital pathogens: (baclenal) by molecular methods Ll
Ideniification of respirabory bactenial pathegens by molecular methods L
ChiamydiaNessena gonamhoeae by dered setecion v
Clostridium difficle direcl deleciion v
Group A Srepbococcus diect delection v
Gram stains T
Suscepbbdity (baclerial] lesling (AST) L]
Kame Test $tates
Showing 1o 110l 11 enries 1 row sedecied Previoos 1 et

[ied cear
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Designate PT Provider and Product

This page displays the tests that have been marked as “Test Offered” offered on the previous page.
Please provide the PT Provider and Product for each test and then click Save to proceed.
All fields in this form are mandatory.

USER TIP: If the PT Provider and Product you intend to purchase is not listed, then it has not been deemed
acceptable to meet proficiency testing requirements. Contact PTAdmin@health.ny.gov for additional guidance.

b el AL b e SR s A SRR, R i |5|H_E|ﬂ"|
Pt Matavnils, | Pislicmacy loitieg | Groas Aasmial Hecespls, | LOE Appeowal | Swiwiy | Limited Libn
Respomibities PR 000 Name: 012 DEV indeenal Tosd o CLEP TEST f DUMMY
[axignate PT provider and product
o]
Calegory

i Nad phiai choooe i PTpiovsdes id PT prodedl Agared PT padech mual nchede il lnia! 5 iimples pravided ] e pir yoid [iacep! ke Mhobacenslogy
il el i 2w b’ pead] Thid squanermend abs apphis 1 Labaratorie olenng Pt IS ting mivie] ol tevices

e Catinyry Proquiring PT Bacherivkagy

F—

'''' Show 0 ® eniries Search:

Tosl icdurms FT Dusigrsiorn - PRIMARY METHOD

vt Frivis :

Tatw [ Teri Hama Pruvider Prechact

e
b g ol Bacrial gl 3 3 = T

- i S plhoga By Amprcan Proboency bnst = Myingils Pard - 371 #
Weatcation of bachieia by oullnk AAE Proiciinioy Teiding £ v Genital Coliuin - 20521 v
amtlzgter, =l sardal palagens (basteral) by = ~ s T — -
o Ciodage of Amarican Pt Waginisty Swen « 15
Weiication of respawbory bucerial patbogens by = i -
it ity 1 - Colage of Amarican Pah v Ilnchoun Diadns Rawgsr v
Grmgp & Staphiesasis e ditnetan Ao Aradasy el Fa» GrepASwmp-TH v
Gram slas lpdicl Laboridary Evill * Bacteriokgy 1« B0 L
Gttty bucbial laing 45| Licutwal bz 4 Bt larsal Wbl abon - B #
Tat Hame Frovidal Preshest
Showing 112 T ol T pskies
e
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View Designation page is a summary of the Proficiency Testing information that had been entered. Review and
click on Next button to complete the process.

| Permit Materials "Pmﬁciencﬂeslmg Gross Annual Receipts | LOT Approval | Survey | Limited Labs

Responsibiities | ppr. o0 Name: 012 DEV nfemal Test for CLEP TEST 1 DUMNY

View Designations

v
W

VI

3

1=

=

pdat

o

Category Please review your choices for PT Provider and product. f corrections are required, please click on "Pending Changes” from the menu on the left. Then click on PT

Fening Cheres Changes next to the category being added to be retuned to the beginning of the PT designation process. If verything is acceptable, click Next.

Tests Offered
Uoload Category Test Provider Product
= Bacterialogy
Remove Gram staing Medical Laboratory Evaluation Bacteriology 2 - 640

Group A Streptococeus direct detecion  American Academy of Family Physicians Group A Strep - 783
|dentification of bacteria by cutiure AAB Proficiency Testing Service Genital Cufture - 2009523
View Previous Identification of bacterial meningitis Meninglis Panel- 371
Edi Curent pathqgenls by molegu\ar methods
— |dentfication of genftal pathogens
(bacterial) by molecular methods
|dentification of respiratory bacterial
pathogens by molecular methods
Susceptibillty (bacterial) testing (AST)  AccutestInc

Test Volume
American Proficiency Institute

Callege of American Pathologists Vaginifis Scraen - V5

College of American Pathologists :Bféclinus SR R

Bacterial [dentification - BACT435

RELEASE 1.12

Category Test Provider Product
Tests Not Offered
Category Test
Bacteriology
(+) Chlamydia/Neisseria gonorthogas by direct detection
(+) Clostridium difficile direct detection
Bacterialogy
() |dentification of blood pathogens (bacterial) by molecular methods
() |dentification of gastrointestinal bacterial pathagens by molecular methods
Category Test

PAGE 47 OF 78

MARCH 2025




WADSWORTH CENTER CLINICAL LABORATORY EVALUATION PROGRAM

ECLEP MANUAL

Adding More Than One CQ Holder to a New Category

To add multiple CQ holders to a new category, first add the new Category, then go to View under Responsibilities
and select the newly added Category.

Permit Materials | Proficiency Testing | Gross Annual Receipts | LDT Approval | Survey | Limited Labs

Reapplication Period: Apr 01, 2016 through Dec 15. 2018 at 05:00 PM, EST Reapplication Center|
Responsibilities PFI: 0000 Name: O12DEVintsmal Test for CLEP TEST 1 DUMMY
1 \iew

Update All permit categories at this facility:

S Category Permit Categories Responsibilities Responsible Directors
Category status Status

ZerdnaSnengzs Pending Add |Bacteriology Pending Todd Lee

Add New

Unlead Approved EBlocd pH and Gases Todd Lee

i Pending Add  |Clinical Chemistry Pending Todd Lee
Test Volume

\iew Previous Pending Add |Virclogy Todd Lee

Edit Current
POC Testing

Mansge Locatons

Add

Delete/Updats

Contset Parson

Then proceed to add additional CQ holders to the new Category:

Permit Materials | Preficiency Testing | Gross Annual Receipts | LDT Approval | Survey | Limited Labs

Reapplication Period: Apr 01, 2013 through Dec 15, 2018 at 05:00 PM, EST

[Reapplication Center
Respengsibilities Pending Changes:
Tee o -
. Cancel Selected Changes

Updste
Category PFI: 0000 Name: Q12 DEV Internal Test for CLEP TEST 1 DUMMY

Pending Changes I

o Add/Remove Responsibilities

Add Mew

Ugload Catagory Name: Bacteriology

Remove ponsible AD/DI
Test Volume « Todd Lee

‘iew Pravious Available AD/DI

Edit Current Person Id [ Perzon Name Add/Remave Responsibility
POC Testing LEEXT3 I'I'odq Lee Pending

" Lo PARKM1 Monica M. Parker Add

Menege Locstors | |[TavLI1 lim Taylor Add

Add

Delete/Update

Contact Person
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Pending Changes page displays the list of all unsubmitted requests.

To cancel an Add Category request: select a change request by clicking the box to the left of the category name
and press the Cancel Selected Changes button.

To modify the Add Category request: Click on the hyperlink PT Changes. This will allow user to modify ONLY
the Proficiency Testing information entered.

Permit Materials | Proficiency Testing | Gross Annual Receipts | LDT Approval | Survey | Limited Labs

Reapplication Period: Apr 01, 2018 through Dec 15, 2018 at 05:00 PM, EST
Responsibilities PFI: 0000  Nama: O12DEV Intsmmal Test for CLEP TEST 1 DUMMY

Update Bactericlogy: Add was ~
Category Clinical Chemistry: PT Changes Aad wag ~

. Virology: PT Changes _ Add was ~

2 N Cancel Sglscsed Changes

Ugload
Test Volume

“iew Previous

Edit Current

RELEASE 1.12 PAGE 49 OF 78 MARCH 2025



WADSWORTH CENTER CLINICAL LABORATORY EVALUATION PROGRAM

ECLEP MANUAL

Remove a Category

Under the Category subsection, you may remove a permit category from the laboratory’s permit. Select the category
to remove from the dropdown list, click Delete.

| Permit Materials | Proficiency Testing | Gross Annual Receipts | LDT Approval | Survey | Limited Labs

Reapplication Period: Apr 01, 2018 through Dec 15, 2018 at 05:00 PM, EST

Reapplication Center|

Responsibilities PFI: 0000 Name: 012 DEV Intemal Test for CLEP TEST 1 DUMMY

View Delete Permit Category

Update
Category Category Inft ion

Pending Changes Permit Category : | —S5elect a Category—— M

Add New —

: Effective Date :
Upload
. IRemove | Delete| [Clear]

Note: When a permit category is removed, the director’'s and/or assistant director(s) assigned responsibility for that
permit category will also be removed.

On the following page, indicate the effective date of the permit category deletion, and then click Delete.

Respplication Peric: A 00, 2018 Swosgs De 15, 3018 a0 D5 03 PN EST

aappltcation Cend

Rasponsibiltes P o000 Name: 72 DEV indemal Test lor CLES TEST 1 OLMY
g Delain Permit Categosy
':IM;-I:f. ) Clatagony beloemasen
Py Permit Category Satec! 8 Catagery .
e ERsctve Dwe  : =
= Famow Deiete, Ciwar

S5 Ms Tu Wa Th Fr %

F L
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Test Volume
NEW FOR 2025: All laboratories holding a permit must report Test Volume.

Test Volume reporting is required for each category of testing. The Test Volume section allows you to view the
volumes of testing entered during the previous reapplication period and, in the Reapplication mode, enter the
previous year’s testing volumes for each permit category of testing. A Guidelines for Reporting Test Volume is
available in the Tools Section of eCLEP. Please contact CLEP at CLEPREAPP@health.ny.gov for questions
on reporting test volumes.

¢ Inthe Open mode, you can view the current information in the database.

Parmit Matyrialy | Profickncy Sating | Gross Annual Receipts | LOT Spproval | Survey | Blood Rescsces | Tools

Open Mode [:a-er.-\ ..-|
Responsibiices PFl: 000 Harw:  [rdwmal Tear fw CLER 1
o |__Test Molume tor Januany 1. 2020 through Cecember 31, 2020 |
Categary SobCaihy SubSpeceity Tota
L Test Spebibattyr Sl Epscialty Toad Tesnaipecimens pir Bpeciaity) BubSpecisity
HISTOOOMPATIBILI TY 0
Tostal ]
e MICROBOLOGY
Daclencicagy il
PO Tasteg D
kiyeniogy i
Poresiology 0
Virglogy L]
2 W Tesang |
Tartal L]

¢ In Reapplication mode, the laboratory is required to report the testing volumes for the previous calendar
year. Enter volumes for each permit category held on the laboratory permit. Use the scroll bar to view all

categories.

o Ifyou indicate “No tests performed this year”, you must provide a reason.
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Permit Materials | Proficiency Testing

Gross Annual Receipts

'ermit Categories/Tests JIEIeCE LT e e

LDT Approval

Limited Labs

Reapplication Period: Apr 01, 2018 through Dec 15, 2018 at 05:00 PM, EST Reapplication Center|
Responsibilities PFI: 0000 Name: 012 DEV Intemal Test for CLEP TEST 1 DUMMY
Mew Test Volume for January 1, 2017 through December 31, 2017
Update
Category —No Test:
Pending_Changss No tests performed this year
Add New = T a
Reason for not performing any tests this year: |
Udload —Specialty/SubSpecialty Totak
Remove
Test Specialty/SubSpecialty Total Tests/Specimens per Specialty/ SubSpecialty -
Test Volume
. HISTOCOMPATIBILITY 0
View Previous
Total Tests/Specimens 0
POC Testing MICROBIOLOGY
Manage Locations Bacteriology 86587
Add Mycobacteriology 392
Delete/Updat
Sete ale Mycology 493
Contact Person
Parasitology 1080
Virology 3108
HPV Testing 1997
Total Tests/Specimens 93662
DIAGNOSTIC IMMUNOLOGY

o To obtain a pdf version of the previous year's test volume, access the previous year’s

Reapplication Submission from the Reapplication Center page and print or save as needed.

Farmil Materis Prefuinney Testing Ereds Annwal Hesmipli LOT Apprsaal Suryey Bimed Haipurest Tasld

Lat Frofie  Cwnership | Prooeonedl  Pemoid Caiegerma sty FECs and Othens

Ruapplicaton Period: Apr 08, 2022 through Apr 28, 2022 st D6:D3 PML EDT
Fequeat for an Extenaion Date

Reapplication Made
| s e s respply fae your Bnslling's parmiv
| Cliek the "Erter BUSon Balow 16 complete INe rEApplicalion process and SRSURS you FecEivE YOUF MEw BErmit iy July 1.

==

| M o o] o B0 veew e Chata CuETenily on e for your EaCEny, OF VIEW SUNTIESSI0NS yOoulr [aciey o mace, e e Nl Delow

Current Data on File (afthewt sending changes |
e ST

Emctronic Subminiion
I EEACNCon SulsT

i 28I 08 Ak EDT

Ecaooicaton Sutemesson dated Jan 15 2018 144 &3 Pad E5T {

SR 122 43 Pl EST |

Besoohsatan Subrrisse dated Jan 15

O daed Jun iF 00T
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POC Testing
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This section is visible only to laboratories at hospitals, Article 28 facilities, correctional
facilities, etc., located in New York.

The Point-of-Care (POC) Testing section allows you to manage locations and testing performed at the
point of care, rather than the laboratory proper, at the facility.
Under Manage Locations, you may add or delete Point-of-Care Testing (POCT) locations.

@)
P
Ruapplizaton Period: Aor 05, 2023 through Apr 38, 20237 at 05:00 PME EDT IReacpicaticn Center
Ausponsiilides PR 0000 Mame kitemad Test oy CLER 1
-
Category Pownt-O-Cang Testrg Questony
Pending Chargss Please ndicate whather ths Lacility perfomms. poant-of aie histng by aaswening the guashon below
A T Mot Bl in onder o answer "No', you must sol ke oy sxesng pontol. tee lesteg eations. defirsd. W yoy kv existing keasors dafined poull nesd 1o delels
Cyiogatokoay e bedone you wall be abie o Save your answer,
Banove 1. Diosess they. Lascibty perionms posne of.care Lesiing?
Test \Violama * Yy He
fuy Popnhns —
EpR Cypmnn @ Lex 1
FOC Testing —Eeting L s
+ Mafage Locwion * Dedeting an exating location will dedets al e ssancisted data
s Locatan id Leation Tips Locaton Desc Clia Mo
[k EDO1 Emergeray Room Adut ER T
L&D Oesetnics Labaor and Defvery 33N 2567
Dot Clear
=], bl | oo e
Location I0 : | User defmed Examples OFA ER1 AMG-OR1)
Locahon Type @ ekl il
Lot Dage :
CLLA W : (W sasparate mymbs Tor this sie)
G
| [LUpdate] Deietd [Cioar

The Add page allows you to add a test to a POCT location. Choose a POCT location from the dropdown
list, choose the test being performed from the dropdown list, enter the instrument used and finally choose
the staff performing the testing by selecting the check box next to the appropriate staff description. Click

Save.

PAGE 53 0F 78 MARCH 2025



WADSWORTH CENTER CLINICAL LABORATORY EVALUATION PROGRAM

ECLEP MANUAL

| Permitbaterialy | Preficiency Testing = Ceods Annual Receigts | LDTAppreval | Survey | Blocod Aescurces | Tocls

Lab Profis | Ownsmihp | Parsonnel PIC med Othare
Respplication Perled A0 05 D007 Swough A 28, 2007 st 05 00 P8 EDT AR VO i
Respenaibiities L] Name: ool Tasf o CLEP

o Point-Q1-Care-Testing

Category —Erfier Tast Dot —
Dendes COANEs Testing Location : | Sawt g Location e
B ey

Sty

Trees of beats provided - Selecl -
Tt vy Umed : |

o
k.
L
-

o The Delete/Update page allows you to update or delete a test from a POCT location.

e Choose a test by clicking the appropriate radio button, then click Update or Delete, as
appropriate.

¢ Clicking Delete will automatically remove the test from the list.

Cesers Miccle E—sﬂ-.-ei
Reapandibilties PRI 0000 Narha:  [ndsvoal Tad f CLEP §
Point-0f-Care-Testing
Logrs
-Eapbec] 10 v Dl
Jesilog Jost v DS =2l
Ay Glucosa P Siat Sing Liceomesd Practcal Murse, PCAPCT Rogstensd Nurse
LTk Ay Pragnancy Tesl {Unne] Candnal Raped BOG Rogasered Huse
Bemove Angle Aciseaied Chottag Tama TR Jr Regatiied Murse
Bl Volums ED Glucoss Wi Sl St PCAPCT, Rigestivisd Marso
et Pl ED Presgnancy Best (Linng) Candinal Raced MG Riisgritiere Murie
o T Emgispeariaaith Frosgnancy Ted {Linne] Carderal Raped BCG Rogafered Muse
I“.WE b Emds Gilucose Hova Stst Siip PEABCT, Regesiond Marso
—- Endo Fragrancy Tast (Linng) Caninal Ragsd HCG Rigpanared Murss
M-LABCRDEC Othar S, DA, 000 Cthr, Taxch
o oR Ghuscosi i S8 Shp PCAPLT, Régrstinad Morsa
PACU Glucose Paowen Siat Sinp PCAPCT, Regisionod Hursa
Radislogy Glucose Mova Siat Ship PCAPCT, Regisionod Murse
WeandCars Eresath Ak phoi Hova Sl S PCAPCT, Regrsinted Marse
WieaandC sre Fgawmlmmrﬂwnm Mo Sin S PCAPCT, Regesipiod Marso
WeundC mie Glucose Howa Siat Ship PCAPET, Regesiond Nurse

¢ Clicking Update will bring you back to the Add page, where you can revise the appropriate
information, click Save.
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i

| Responsibates

g
| Category
e St
S Hew
o Ty

Bamere

[ e ] M fveroal Tagd ior CLEP 1

Eniie Tirkd Dol
Tl LSS | | Sl @ Lol -

Treen of besls provided ¢ Sl

Eaint-Of-Care-Testing

Bairanesns Tell Sydilsms Uiad © |
Sl NEa T

| POC Teasing Msdicad Doctse
Banigs Lacgios Fhysician Assistant

D ndae Ragistered Hurse

The Point-Of-Care Contact Person page allows you to indicate a POCT Coordinator for the laboratory. Enter
the appropriate contact information and click Save.

PrmMIt Matsnials | Profickncy Testing | Gioss Annial ReCeIs | LOTApproval | Survey | Biosd Resources | Todds

Lai Protis| | ramaraiip el | YRR | Fics and Gours

Responsibilitis PR CODO  Mame: inteel Thst for CLER
os E ! : : : E
Lindale
Category W thene ks an individual resporsible for coondinading the Point-ol-Cane iesiing programa within
Parving Chanadt inr Bacdity. piease inducale T nme of that ndradual biow
S . —POC Contact Person Detais-
S Sakutation: Br.
e oD
2 ]
HiTrek Thte: L !
AL Vouma FirstNamss| |
s Frewous
POC Testing Michdto Mama: [ |
blanage | ccadony Lt Mame: : 1
- r
P s Teleptane | AFS-aF-ranr); |
Dteis Lrssaie
=t 1
ﬁ Clear
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PSCs and Others

The PSCs and Others tab allows the laboratory to request approval to operate a patient service center (PSC)
and/or health fair (HF). This area also allows you to update the PSC and HF information (location, phone number,
etc.) and complete the annual reapplication process for both.

'Permit Materials | Proficiency Testing | Gross Annual Receipts | LDT Approval | Survey | Blood Resources Tools

PSC Reapplication

During the reapplication period, laboratories currently operating an approved patient service center (PSC) should
review the current data on file with the Department and update such information as appropriate. To review, click
on the PSC link on the left of the screen. Contact CLEPPSC@health.ny.gov with any questions.

P&Cs and Others
Health Fair PFI: 0000 Name: ABC Lab

Healfh Fair Test
@ To access the various station functions, use the menu on the left.

If you anticipate opening a new patient service center or operating a new health fair, please select the
appropriate menu option.

= [l The PSC and health fair information included and the regulations and standards for
operation of a PSC and a health fair have been reviewed to ensure compliance by our laboratory.
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On the next screen, choose ‘Stations on File’ from the menu on the left to view all stations associated with the
laboratory.

A list of all patient service centers is viewable and printable from a new screen under the PSC section. Click on
the Print PSC Listing link to print or save the list.

w PFI: 0000 Name: 012 DEV Intemal Test for CLEP TEST 1 DUMMY

Home . i ) . —
Patient Service Centers on File Print PSC Listing

New ! Select r—Station ID: 0000-0001 Status: N/A - Open

= Stations on File Station Info Hours

Mon  05:30 AM to 03:30 PM
POBox 509 Empire State Plaza Tue 0530 AM to 03:30 PM

Wed 05:30 AM to 03:30 PM
Alpany, NY, 12201-0509 Thu 0530 AM to 03:30 PM

Fri  05:30 AM to 03:30 PM
Contact Info Sat  OffiClosed

Sun  OffiClosed

Note

r—Station 10: 0000-0002- Test PSC  Status: Approved - Open

Station Info Hours

Test PSC Mon  Open 24 hours

30 South Broadway Tue OffiClosed

in the basement Wed Open 24 hours

ALBANY, NY, 12208 Thu  Open 24 hours
Fri  OffiClosed

Contact Info Sat  OffiClosed

Frodo Khan Sun  OffiClosed

p@w.com Note

516-445-8877

To make updates to an existing PSC, click on the ‘New/Select’ link from the PSC menu on the left. Then Choose
the desired PSC from the dropdown box and click ‘Next’.

w PFI: 0000 Name: 012 DEV Intemal Test for CLEP TEST 1 DUMMY
nome

Station Status: Permit Status:
Patient Service Center Application
Stations on File Items with an asterisk (*) are required.
New PSC:
’7 *New:
—Select PSC

0002 - 30 Smﬂh Broadway in the basement . ALBANY 'l

 Net| Clear
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If an existing PSC location has been selected, the menu of links on the left of the screen will now look different
and the PSC address screen will be shown. Users can update the Address, Contact and Hours screens. Click
Save after making changes. Address changes require an effective date.

W PFI: 0000 Station: W3403 Name: Internal Test for CLEP 1
- Station Status: N/A Permit Status: N/A
Mew / Select Patient Service Center Application
Stations on File ltems with an asterisk (*) are required.
Manage PSC —Addres
. Address * Street Address: [45 Reade Placebo Street test |
Contact Suite/Room/Building Number: | |
Hours * City: [Poughkeepsie |
Self Assessment * State: New York
—— * County: [ New York ~ |
Comment
*Zip Code: [12601 |
[av8 Cieat

Also during the reapplication period each Spring, the laboratory will be requested to attest that the relevant NYS
regulations and standards for the operation of a PSC and/or HF have been reviewed to ensure compliance by the
laboratory. Click the check box next to the highlighted text to indicate this, then click Save.

PSCs and Others
Health Fair PFI: 0000 Name: ABC Lab

Health Fair Test
< >PSC To access the various station functions, use the menu on the left.

If you anticipate opening a new patient service center or operating a new health fair, please select the
appropriate menu option.

* [] The PSC and health fair information included and the regulations and standards for
operation of a PSC and a health fair have been reviewed to ensure compliance by our laboratory.
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To request approval to operate a patient service center (PSC), click on the PSC link on the left of the screen. On
the next screen, click on the New radio button, then click Next.

PSCs and Others
Home

= New / Select

Stations on File

PFI: 0000

ltems with an

Station Status:

Internal Test for CLEP 1

Permit Status:

Name:

Patient Service Center Application

asterisk (*) are required.

—MNew PSC:

O *New:

—Select PSC

[W3403 - 45

Reade Placebo Street test , Poughkeepsie v |

On the next screen, fill in the requested information and click Save. Please allow at least two weeks for processing;
enter the expected opening date accordingly. Please be reminded that the PSC cannot operate without explicit
approval from the Department.

RELEASE 1.12

P2Cs and Others
Home

Mew [ Select

Stations on Fis

PFI: 0000
Station Status:

Siation:
Permit Status:

Name: Intemal Test for CLEF
A

Patient Service Center Application

To bagin, please fill in the data requested below; items with an ssterisk [*) a2 required.

Date

= Expected opening date:
Contact Person Information

* First Name: I:I

Middle Name: [ |

* Last Name: I:I

Telephone :

* Email: [ |

Fax :

PEC Contact Information

Telephone : [EEiss s

Address

PSC Station Name: [
* Street Address: [ |

Suite/Room/Building Number: | |

* City: | |
* State: Mewr York
* County: [Select NY County |
* Zip Code: [ |
Hours of Operation
Monday  [Set Start Time| [Sef End Time| C24Hours (Closed ('Select Hours
Tuesdzy  [SetStart Time| [Sei End Time] C24Hours CClosed (Select Hours
Wednesday [Set Start Time| [Set End Timg] C24Hours CClosed OSelect Hours
Thursdsy (3t Start Time| [Set End Time] 24 Hours (CiClosed (Select Hours
Friday [Set Start Time| [Set End Time| C24Hours (Closed  (Select Hours
Saturdsy  [Set Start Time| [Set End Time| C24Hours CClosed  OSelect Hours
Sunday  [SetStari Time| [Set End Time| C24Hours CClosed OSelect Hours
Hours Note: | |
Comment

|f you would like to provide a comment, please do so below: (200 characters max)

Save]
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Once you click Save, the links on the left will change.

Initial view: Current view:

PSCs and Others
Home

New / Select

Stations on File

Manage PSC
PSCs and Others Address
Home Contact
Hours
= New/3elect I = Self Assessment I
Stations on File Upload

Comment

To complete the application process, a self assessment must be completed and requested documents (i.e., floor

plan and lease) must be uploaded. Click on Self Assessment. Answer the questions provided.

B 0000 Emavon; WHddY ANama: isfemal T for CLEP
Staciom Statrs; R Pormit Status; N4
D [ S Patient Service Center Apphication
T * Angwers to all questions are requined.
—Ealf Aseesament - =
e BEC [ Whll or du PSC phisholomests of offusr ampiopess of the parent labonsiory perlors dubes. for sny nedsmng
el SEqvCEs punesni? e UM *
ey
Contat 1 Is e PEC locatid wilhin Tu ofices of, of olherwsts Share space with, [he practios of & phylacisn of o
T healih SanaCes punsr N3 pocaon §o make refamais of speomens B the latoralony? (Feleral” mpses
— Faal the haskith Seraces purvim & nol Under Ihe Sama cwnarshep as tha PSC A heith servces poraynd Uives. U
1 e in New York Saate Public Healt Law Raguiabons 7 Tise 10, NYCRR Subpan 34.2 2
i 2 s the PG ocatid in & buiking in which & physicien of offer hasith Sericies purydr in 8 postion 19 make
Comrmen] Tebert iis, 0 T LABOTHIOTY NAS & Owarshep) of itvasiment riafest? (Helerral anpises thal Na Healih " Mo "
SRIVICES DUINVENGr 5 N0l ander T same ownership ars B PSC ) s
3 Ig PSC space subleebed from @ phirscian of ofar it $ervices purarpor, Lo, ong who B iesehold
mieferst i he buling, im & posdicn 10 meka relereis (o e iaborrony? [Faleeral impes Mal M healh o *
BANACAS DU 5 N0l nder e same ownership s e PSC 17 ok
4 15 e PG ocatied in & busdng owned of kased by e sams laborslory that openates the PSCT Wes Mo
5 [io yous hired & bt rintal agraament? Pieadss upioad a cofry of M easeretal sgreamin] wng he
upkoad palure o The ke of T sompen e Lt
B 15 e PSC opan i the Jenedsl puble? Wes (Mo *
T Ang he Rours the PSC & open ndegendent &ad nol nincdid 50 th hours of &0y haslth Senited pufmys
inchcaied in gueshon 1, 2 or Jabova? s Mo
[ Are spmcmens. drum fom healihs ssnaces purviyors oftr tan these indcated inqueston 1, 2or Jabove? .
& Dicsieg tha POL hirvir &% cwmi vibrands & goof? P P -

Once all questions have been answered, click Save.
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=_—_—’ ] PRE 0000 Fiatiom: WIELT Name: Leternal Tasd for CLEP
HED Stavien Smruw: A Permir Srarwa: W
Mpw S Patient Bervice Center Application
SaXiyy o F e " Anwwers o all quesSions ane requined.
| 284 Dogs ta PEC dagoss of af spscimera snd contamnaled or polentally contaminalod mabsnsi o suppie a
1 e Al wibol] irenesiie he Bskhacs of Fadrimelior of mlicbous agecl 15 perdonnal o i e o .
e w Oho
BB Droers this PEC stons reguiabed madical waste in 8 manner and iocabon whch aficeds prowcton from the
afmronmend and et aaposns i the pubse? s Mo "
2L Does the FSE armange for regulated modcal warsle removal Irom The premeses. al ast every 60 days, of
i Frisdpuindly f Gréalir thad S0 Bd b Sl & ganaraled? Yo ko "
q 20 Croos the P50 ulloe conbaners for medcal wardo which hive promenent warmng Ssigns wsng the wond
Commes Bickaraul? " NG
2HE Dritrs tha PEC deigasdi of msdaal wirkls, &xingl k' dasaiied Ahaipid B carly marked bags whnth e
Emparncuys io mosicrs and have sinenginh suflcent bo resist rppng. iearing. of bursing under nosmal
coneiinns of uSagh and handing Bnd SeCure Thm in & mannar hal provents akazs dunng siorags ¥irh LW
ranapon. of handsng
HF Dot tha FSC degposa of pokenaily ndeChous. Rmcios 1 Mephl Ce6s PUNCIUNGS OF CUl, i oo, rged
PUNCIUNS-Pesiant COrSasrs el ane SCUed 18 IMBNNGT 10 Prechuds Comom sy e LKD"
o] Does fha FSC collect specimens requnng cham of cusiody profooots e pee-amplnymentd
ncidentacCigent relaled . redam-io-reork oF palemdy tesing )t s Lot
WA Fiag Mg, PG Desten inspiechid ey he laboedony price B opanng? vos o
»a s Bl irespischion: nicond avadible onesde: 1o i by the Depadmant? Yos o
wear '

After all the questions have been answered and the responses have been saved, click Upload on the left of the
screen to upload a copy of the PSC floor plan and lease. Click on Choose File to navigate to the electronic file on

your computer, then click Open to upload. Once both documents have been uploaded, click Save.

PSCs and Others
Home

New [ Select

Stations on File

MManage PSC
Address
Contact
Hours

Self Assessment

= lpload

Comment
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ESCx ang Ciery PEL 000 Ssaifon: W2403 Name: infornal Test for CLEP T
- Seation Swaus: N Parmiy Stacus: WA
b S Patient Service Center Application Upload
Statons on Fie rUploaded Files
File MName Uploaded By
e FEL
Ackeany Each o upinaded impeesants The atest fia of thal typs ko be upioacded Tha peracus version of B flo has Been ovwrwrniion
Candan The fils naene can contain anly numbars, letters and 8 period, Spaces and pecial sharsciens & nod allewed.
by "
S A T _Im‘mm 'HTFFE'TH'E“M.
= Upioad Plosse upload 8 scals focr plas of B PSC that Bustimies e relsborship bebwoeon o PSE and any ofer haslth sorces purverpae|s)on the same floor
Coswent
b IIlH-ifn-l Chotrsa Filg &hm |
~Lnsa/Tuaneshg
¥ HtNm' whoosa Fie ]Phidad-:-m |
Contact Change at a PSC

On the New/Select webpage, select the PSC station from the drop-down menu and click on Next:

P3Ca and Qiners PFI: 0000 MName: internal Tast for CLEF Dev
o Station Status: Permit Status:
 Nrw | Select Patient Service Center Application
Slalions on File lisms with an asterisk (*) are required.
PaC
) *New:
[—Select PG
W3403 - 45 Reade Flacebo Streel tes! . Poughkeepsia
[l

Click on the Contact link on the left panel. Make the necessary changes. Click on Save.

ESCH ) ey Pretefing Ghanges:

b e i -

Foryt hara e -
e  Lastmama - i
Simions oo Fie | SRR PR e ‘ -
thanage BAL PFL 0000 Smoen: 0607 Mame: Jebemal Tesi b CLEF
Saial Sudion Speen;  Opss Permis Sistue:  Asproved

[ ] Patient Service Center Application
e BT well® Y B ETRR [) B Fie e
{Jeen ! Cine
2 =i PO MR THRN
—

“ First Hars: Bo

Middie Karrae |

“ sk Mame: Bo

" Teaphan @ Y15-3EIN

Fax:

* Emalc W o

P5E Contacl

Trlephans :

[E=ices
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On the New/Select webpage, select the PSC station from the drop-down menu and click on Next.

PFI: 0000
Station Status:

WName: infernal Tast for CLEP Dev
Permit Status:

Itams with an asterisk (*) are required

Patient Service Center Application

Mew PSC-
|V “New:

Selact PSC
W3403 - 45 Reade Placebo Streel test , Poughkeepsie + l

Claar

Click on the Hours link on the left panel:

PSCs and Others
Home

New / Select

Stations on File

IManage PSC
Address

Contact

Hours I
Open/ Close

Comment

Click on Edit button to enable the fields for editing.

w PFI: 0000 Station: 0001 Name: Internal Test for CLEP
ome
Station Status: Open Permit Status: Approved
New / Select Patient Service Center Application
Stations on File () A time entry or a note entry is required
—Hours of Operation
lManage PSC
Address Monday 05:30 15:30 24 Hours Closed Select Hours
Contact Tuesday 05:30 15:30 24 Hours Closed Select Hours
Wednesday 05:30 15:30 24 Hours Closed Select Hours
Open/ Close Thursday 05:30 15:30 24 Hours Closed Select Hours
Comment )
Friday 05:30 15:30 24 Hours Closed Select Hours
Saturday - - 24 Hours Closed Select Hours
Sunday - - 24 Hours Closed Select Hours
Hours Note:
Edit Clear|
Modify the information as required and click Save.
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Lab Profile D Tl PSCs and Others

Reapplication Period: Mar 13, 2024 through Jun 29, 2024 at 12:59 AM, EDT

w PFI: 0000 Station: 0001 Name: Internal Test for CLEP
ome
Station Status: Open Permit Status: Approved
New | Select Patient Service Center Application
Stations on File (*) A time entry or a note entry is required.
—Hours of Operation
IManage PSC
Address Monday | 05:30 | ‘ 15:30 | O24Hours OClosed @Select Hours
Contact Tuesday | 05:30 | ‘ 15:30 | O24Hours OClosed @Select Hours
I = Hours I Wednesday | 05:30 | ‘ 15:30 | O24Hours Oclosed @select Hours
Open/Close Thursday | 05:30 | ‘ 15:30 | O24Hours OcClosed @select Hours
Comment ) = ~
Friday | 05:30 | ‘ 15:30 | (O24Hours OClosed @Select Hours
Saturday | 00:00 | ‘ 24:00 | @24 Hours OcClosed OSelect Hours
Sunday | 00:00 | ‘ 24:00 | @24 Hours OcClosed OSelect Hours
Hours Note:
Edil|Save|CIear

Temporary or Permanent Closure of a PSC

Navigate to the PSC webpage:

| Permit Materials ‘ P

Open Mode

Health Fair
Health Fair Test
PSC

On the New/Select webpage, select the PSC station from the drop-down menu and click on Next:

P5Ca and Oihers PFI: 0000 Narme: Internal Tast for CLEF Dev
Home
- Station Sratus: Permit Status:
Patient Service Center Application
Slalons on File lleams with an asierisk (*) are required.
How PEC
r "New:
—Salact P50
WEA03 - 45 Reade Placebs Shreed tes! , Poughkeepsia ~
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Click on the Open/Close link on the left panel:

Select the appropriate radio button to either Close (Temporarily) or Close (Permanently) the station. Enter an
effective date and then click on Save. Click on the Continue button (located to the top right corner of the teal

bar) to continue with the submission process. Please note that you need attest and successfully complete the

|'. Permit Materials | Profi

[Lab rofi [ownersnip) 7

Open Mode

PSCs and Others
Home

New / Select

Stations on File

Manage PSC
« Address
Contact

Hours

I Open / Close I

Comment

submission process.

P Malemnals ! Pisliciency Teating | Gicés Ancual Reciqls
Lab Profile| dwnership | Fersonnel | Permil CategorniesTests

LOT Appioval | Survey

Ecaus

« Open [ Closa

Commeni

RELEASE 1.12

PR 0000 Stagion: 0001 Name: intarnal Tes! for CLER Dev
Ststlom Status: Coen Penmir Statws: Approved

Fems with an asherisk [*) ane requined

Patlent Service Center Application

r—Open | Clorsa

J *Close [Temporarily): ' “Close [Permanently):  ‘Reopen:

* Effective date: mmiddiyyyy O

cml
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Health Fair Reapplication

During the reapplication period, laboratories currently holding a health fair permit should review the current data
on file with the Department and update such information as appropriate. To review, click on the Health Fair link
on the left of the screen.

PSCs and Others
Health Agir PJi: 0000 Name: ABClab

Health Fair Tes!

psc To access the various station functions, use the menu on the left.

If you anticipate opening a new patient service center or operating a new health fair, please select the
appropriate menu option.

=

[l The PSC and health fair information included and the regulations and standards for
operation of a PSC and a health fair have been reviewed to ensure compliance by our laboratory.

The Health Fair sreen will appear. Review and update information as required. If changes are made, click Save.

Health Fair

lterns with an asterisk (*) are requiraed.

Contact Information

* Balutation:

* First Name:
Middle Name: | |
* Last Name:

* Telephone (&8 -Sasa2e%) [315482-1101

* Email: | |

Additional Information
Date of First Event immidd/yyyy): 07271883

If you would like fo provide s comment, please do so below: (200 characters max)

Health Fair Contact Information

Telephone : | ==.==-==== | Ext: |

Savel
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Using the links on the left of the screen, review the tests associated with the health fair. Click on a test name.

PSCs and Cthers Home Pending Changes:

Health Fair Remove: alpha-1 antitrypsin was: N/A
. Add: HbsAg was: Ni&
View/pdate
Add: Bilirubin Total was: NiA
Remave

Cancel Selected Changes

Health Fair Tests

PFI: 0000 Name: [ntemnal Test for CLEP TEST{WCQA)
Health Fair Tests
Update
LDL Cholesteral _» remaove
Add New

Remove HbsAg pending
Eilirubin Total pending

Review and update the test information as needed. If changes are made, click Save.

PSCs and Others Home PFI: 0000 Name: Internal Test for CLEP TEST{WCQA)
Health Fair Health Fair Test

View/Update Items with an asterisk (*) are required.

Remove —Health Fair Test Information
Health Fair Tests Test: LOL Cholesterol

S * Test at Health Fair: ' Yes ® No

= Update
* Test at Lab: '® Yes "' No
Add New
Remove * Test Referred to Another Lab: "' Yes '® No

If yes, please provide the PFI of the lab referred to, and any comments: (100 characters max)
4

Please provide any other comments about this test: (200 characters max)
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Request a Health Fair Permit

To request approval to operate health fairs, click on the Health Fair link on the left of the screen.

PSECs and Others
Heath Fa‘ ):,q_- 0000 Name: ABC Lab

Health Fair Test
PsC

To access the various station functions, use the menu on the left.

If you anticipate opening a new patient service center or operating a new health fair, please select the
appropriate menu option.

* [] The PSC and health fair information included and the regulations and standards for
operation of a PSC and a health fair have been reviewed to ensure compliance by our laboratory.

Save (Clea

Click on Add New on the left of the screen.

Health Fair Health Fair

v Wiewil Mo Health Fair defined.

Enter the requested information, click Next.

Add Health Fair

To begin, please fill in the data requested below; items with an asterisk (*) are required.

Contact Information

* Salutation:

*FirstMame:[ |
Middle Mame: | |
* Last Name: |:|

* Telephone (S840 2888): |

* Email: | |

Additional Information
Date of First Event (mmiddiyyyy):[ |

If v wenld like fo provide a eomment nlease do sn helowe (200 chararfers max)

Enter the requested information about the tests to be associated with the health fair, click Save.
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Add Health Fair

Please add a fest to the Health Fair by filling in the data requested below; items with an asterisk (%) are
required. Additional fests may be added later as needed.

Health Fair Test Information

* Start Date (mmiddiyyyyk: [ |

* Test: |Select W

Contact CLEF via email at clepf@health ny state. us if the test you are looking for is not listed.

* Test at Health Fair: ) Yes O No
* Test at Lab: ' Yes ' No
* Test Referred to Another Lab: O Yes O No

If yes, please provide the PFI of the lab referred fo, and any comments: (100 characters max)

Add additional health fair tests by using the Add New link under Health Fair Tests on the left of the screen.
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Remove a Health Fair Permit

To remove approval to operate health fairs, click on the Health Fair link on the left of the screen.

PSCs and Qthers

PFJ- 0000 Name: ABC Lab

Health Fair Test

psc To access the various station functions, use the menu on the left.

If you anticipate opening a new patient service center or operating a new health fair, please select the
appropriate menu option

= [ The PSC and health fair information included and the regulations and standards for
operation of a PSC and a health fair have been reviewed to ensure compliance by our laboratory.

Save|[Cleal

Click on Remove on the left side of the screen.

P3SCs and Ofthers Home Pending Changes:

Health Fair [ Add: Health Fair WaEE:
ancel Selectad anges
= View'Update
- PFl: 0000 Name: Intsrnal Test for CLERP TEST 1
S Health Fai
iew ltems with an asterizk () are required.
Update Contact Information
Add Mew * Salutation:
Remove

* First Mame:

Middle Name: [ |

* Last Name:

* Telephone (#i#8-#3H )

* Email: t@TEsting ]

Additional Information

Date of First Event (mmiddiyyyy): [ |

If you would like to provide a comment, please do so below; (200 characters max)

Health Fair Contact Information

Telephone : [[ZE250 505 | Ext: |

avel Clear
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Remove a Health Fair Test

To remove a test from an approved Health Fair permit, click Health Fair of Health Fair Test from the left side of
the screen.

PSCs and Others

. PFI: 0000 Name: ABC Lab
< Health Fair Test ,

To access the various station functions, use the menu on the left.

If you anticipate opening a new patient service center or operating a new health fair, please select the
appropriate menu option

= ] The PSC and health fair information included and the regulations and standards for
operation of a PSC and a health fair have been reviewed to ensure compliance by our laboratory.

Click Remove under Health Fair Tests on the left side of the screen.

Health Fair Choose Health Fair Test to Update
Wiew/Update Please fill in the data requesied below; items with an asierisk (*) are required.
Remove * Health Fair Test To Update: | HIV Screening v

Health Fair Tests
iz e

= Updste
Add Mew

Choose the test to remove form the dropdown menu and enter effective date of removal. Click Next.

Health Fair Choose Health Fair Test to Remove
Wiew/Lipdste Please fill in the data request = 7 risk (*) are required.
Remove * Health Fair Test To Mgmove: [HIV Screening v

Health Fair Tests
View * Date of Removal (mmiddiyyyyl: [ |
. e Cancel
Add New

= Remove
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Tools

Request for an Extension Date

An extension date may be requested for:
¢ Reapplication — only available during active reapplication period
e Survey(s) with a pending Plan of Correction (POC) from the facility.
¢ GAR - during the active GAR reporting period
¢ Blood Services Activity Report (BSAR) — during the active reapplication period

To use this tool, click on the Extension Date Request link on the left panel.

Permit Materials | Proficiency Testing | Gross Annual Receipts | LDT Approval | Survey ITooIs I

Tools Home PFI: 0000 Name: Intemnal Test for CLEP

= Extension Date
Reguest Extension Date Request

Items with a * are required.

Please use this Extension Date Request tool to request extensions of due dates for submission of Plans of Cerrection, Permit Re-application or Gross Annual
Receipts reporting. The laboratory will be netified via email of the approval or denial of the extension request. The emails will be sent to the emails on file in eCLEP
for the laboratery, laberatory contact person and laboratory director and laboratory owner.

*Extension Request for: - Select request type - v

Survey Id:
“New Date: mm/dd/yyyy ]
Reason:

Characters Remaining: 200

e Select the request type from the drop-down menu, Extension Request for. Please note that if the type Plan
of Correction is selected, then the Survey ID must be selected in the next field. The Survey ID is the unique

ID that is used to identify a Survey and it is available on all the Laboratory Evaluation Report (LER) sent to the

Laboratory.
tgmrryid b by Frol oy lowding Siomm M 36 [ pcmipin LOT & Survey Tooks
PET Mame & Tas E
& Exlirristr Dl
Request Extension Date Request

NS wilh @ © bha degured

Fleass wis thi sians of Jus dates ior nobminsion of Plana of Comreciion Permit Ae-appiication or Cuoss Annwal
Hacaipin raporting - a - the approvesd or Sental of the sxlensios regosil The smaly will B4 sert 1o She smaiy oo e in $SLER
Far the lsboratory labosatory corlacl parsos and labosstory Smeclte and laboralony owsear

‘Entansion Regeesl for:

*Survey id:
| ‘Mo Dt

Heanom:
Chiiectidi Rimaining 200

¢ Enter a proposed date for the extension date in the New Date field:
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PemilBankials | Proficesdy Testing | Gross Annual Receips | LOT Aggeoval | Swivey | Toois

 Home BFL: 000 Mama: intiesal Tedd b CLED

& Extermach Date
R Extensicn Dule Request

N Wi & ° e reguaied

Plieate Ut thes Exdensson Date Feguest 100 0 reguest extordors of dee daies for submessson of Plarg of Comecon, Permst Re-applcaton o Gross Snnual
Fpcpts feporting. The Soricny will B Hotfied vl emal of the appiowil of Senel of Bhe sxiefmmon regueit. The et will be Gen? o % emak on Ss o eCLEP
fior the: laboratory, laboriony contac person and boratony dinecior and Laborsiony mwner

“Extenuscm Bequett for: Spiott ipguril Ype - W
Survay Ik

—
Raaicn:

Gharpcters Aemaneg 200

o Enter ajustification for the extension request in the Reason box.
o Clicking the Save button, completes the request process for an extension date. No extra step is required.

Additional shortcuts across eCLEP to the Extension Date Request page

On the Permit Materials Home page, there is a link to the top right that points to the Extension Request Date
page:

Wadsworth Center

Kew York Seate Deparmsant of Heatth

P T R D b AR I

Fermil Mmievish | Peoliciency Testing | Gmas Annusl Receipts | (U1 Approvel | Suvey | Toods

Reapplication Center ReappBeation Peiod: Mar 22, 2021 through Mar 31. 2001 af 05:00 PM. EDT

PEE 0000 Namw: 02 DEV shasmsl Toal ke CLER TEST 8 UMWY | Higueat for an Extensien Dale
Eeappiication Mode

It's tme fo reappdy Tor your Racilsy’s pemit

Click tha ‘Emter’ buttcn below to complete the reapplication process and ensure you receive your new permit by July 1.
Ertar

H pins wogapkdl Bl 05 videw Bo chalin cursatly on B lor your Teclty. o view submivaions youd lecilty Buas made. e he @k Below

On the Survey Home page, there is a link that points to the Extension Request Date page on the left panel:

Permit Materials | Proficiency Testing | Gross Annual Receipts | LDT Approval ISurvey ITooIs

Sunvey Home PFI: 0000 Name: 012 DEV Intemal Test for CLEP TEST 1 DUMMY
Instructions Survey - Home
POC Template

The on-site laboratory survey is one of the requirements that must be fulfilled to obtain and maintain a New York State clinical laboratory permit. This requirement
POC Guidance complies with Article 5, Tifle V of the New York State Public Health Law, Parts 19, 58, 63 and 70 of Title 10, New York Code of Rules and Regulations (10NYCRR) and
the New York State Department of Health (Clinical Laboratory Evaluation Program) Laboratory Standards of Practice.

Request for an
Extension Date

Instruction (hyperlink) on how to navigate the review and submission of the survey plan of correction (POC) is available by clicking the link on the left side of this page.
In addition to instructions, this link provides a POC gquidance document fo assist in the completion of the POC and a POC template for use prior to eCLEP submission.

Survey Folders

Action Required Document Folders on the left side of this page (Survey Home Page) include:
Submitied Surveys Action Required: The survey event(s) that require immediate attention.
- Submitted Surveys:  The survey event(s) submitted to the Depariment.
Survey History ) )
Survey History: The survey event(s) received through eCLEP that have been reviewed and closed.
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On the Gross Annual Receipts Reporting Home page, there is a link that points to the Extension Request

Date page on the left panel:

Formmit Mateniads | Proliciency Testing | Gicss Annoal Receips

LOT Apgroval | Servey | Toobs
] Npws; (113 DEV intem! Toaf or CLER TEST 1 QUMY
Gross Annual Receints Reporting

Reportiog Owe Dave: 0205007 12:00 AN

Ta #ccess the varkeus GAR funcions. use the menu on ha kel
Laboatorks tha do not hold o Clinkcal Labcssiony Evalsation Program permit are not regeired 6o provide Gross Annusl Becelpis sdomation.

Each yese. 58 parl of B permdl ra SppSCaton (OCESS. Tiormaton i cobectad on th gross areus recepts (GAR) foe 38 spproved laboratonss For sbariones
Tt i W York Stabe, th reported GAR susl incheds rivenus Tor all Specimaent teited, agaediis of the sale of srigin For labsriones lsciled outiis New
Yowlt Slate, T dugonsd GAR should nefect snnual nesenis obliined o lesting of spacimenm colsctad i Nivw Yok

Arsche & 1HTWHMMLWWHMMNHMMWMH1HWH ppaasng coats ol the Chnacal Laboralory Relerencs
Syl by N il T o il pasticipating chrical labesptosias Bnd blosd banks. The Inspaction and Ruliencs Fass sie
Hmhmmhpﬂmplll’IP\‘wl- wing & llrmnhrmhnniﬂhllhm'\cwm Partial payments rmay be made on o
bafors Juna J00h Saptemitss Bith, Decesber 118l and Masch 108 of the Sscal pasr 13 which BEng relales

The actual fes assersed for sach labaraionry s caloulaied by g the af S Progesm by @ trecion the nemeratos of shich i the gross
aneiusl siuipts ol e labaiateey mnmum:mmwummmuummmm

The complats proceduns for Fross annua relspts and the lormala for Calculating

labinatory Inagaction and relerence lees are outined in Part 551 of the
Neew Yark Cioden. Rulii mad e s sth srgesulatory tlan i

[MYCRIR), a firk 8 Bin regalation i dvailable on tor publs wikids ol

On the Blood Services Activity Report Home Page, there is a link that points to the Extension Request Date
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Miscellaneous

Error Messages

1. Error messages are bordered in red and will appear at the top of the screen after you click Save or Next or
Finish, as appropriate. Most text fields without pre-populated information will require a response in order for
the page to be saved. Error messages will also prompt you to provide information in the appropriate format,
e.g., telephone numbers need to be entered in this format: 123-456-7890.

Reapplication Period: Mar 05, 2012 through Mar 12, 2012 at 05:00 PM, EDT Reapplication Center

PFI: 6705 Name: eCLEP Test 5

n General
Information

Errors: ~

1. 'Phone’ is a required field
2. 'Fax is a required field
3. 'Email’ is a required field
4

Facility Type' is a required field | —

Information

Hours

~Mame and Address Information

Name: [eCLEP Test &

Address: [Lincoln St

City:  [Buffalo

Country: IUnited States j
State/Province: |New York j Refresh Listl

NY County: IUnknown j Refresh Listl
Zip Code: |12?98

All name/address changes effective: |
* Eﬁectivew ess change

L~ TGeneral Information

Facility Type:ISeIect j Fat-Status: Open

\

— Contact Information
Telephone (## s ). | Ext: |

Fax (#h it ) |

|| | Email: |

Save
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Pending Changes

2. Saved changes are displayed in the beige/mustard area at the top. It is possible to cancel previously entered
changes by selecting one or more of them (click in white box next to name of change) and clicking Cancel
Selected Changes.

) :::::-::Lgn Mame @ Idernal Tesi for CLEP TELTZ il Harme - Inierral Test far CLER TESTOWCOA]
RinkRing Facility Typs - Hospice ::.l:.jrp fured Tomtreg Sille i Healh C s Fac ) Hosp Bl
Ll ity : Albamy Test o Gty : My
Hours Fip Coades + 12200 Ol Pip Code | 12208
Aitamase Addin s Tebephons : MSE4STSETSE o Telephone - 1234567850
Contaet Papan Ext: 12345 o Ext 1384
Fax: 2 HETAST O Fad ; DOERTESA32
B N
2 e
PFI: 3004 Wama: !ntemal Tast for CLEP TESTZ

Hame arvd Address Information
Mame: Imemal Test dor CLEP TESTZ

Address: PO Box 508 Emplre Stage Plaza

City: Albarry Tkt

Counbry: | United Siates .
SimtedProvince: | Mew York v Refresh List
NY County: Albany v | Rufresh List

Lip Cogles 12200
Al nameedaddress changes aflectve: 15710015 i ]

* Effoctive Dako Is reguired for any namn/sddess chamgs
el Ind
Facility Type: Hospice ¥ Foc 51aas: Open

Lab Contact Infomaation
Telephone {B88 M 888 HIZ-040-T50 156 Eat: 12345

Fox (288 558 i8d)c J01-6-TA0T

Email: mabwatamiFwadswonhooom, emailte

Save | Clear

To continue with a submission in Reapplication or Open Mode, click on the Reapplication Center or Continue
button located at the top right.

PeeTrit MR | PIoficinoy ISNG | Grodl Annusl RECEptE | LDT Apgroes By | BlOOH ReMasoEE | Bngia Ui Parmil Tosd

Lab Prodis Pamoorad  Feni Caispones/Tesin | PECn and Crfaan,

| Asapplication Pamad: Mar 13, 2004 Pwough Jun 20 2004 at 12 30.AM EOT

Parmi| Maberisin | Proficancy Testing | Gross Annual Receipts | LDT Approval | Surewy | Blosd Rescurces. | Single Use Permil | Teols

Note: Pending Changes are saved so that the reapplication may be continued at a later date/time. Repeat steps
in Steps 1-6 to in Accessing eCLEP and the Permit Materials Module of this manual.

If changes are entered but not submitted within one week, the laboratory will begin receiving reminder emails
every Monday until the change is either cancelled or submitted.
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Request to Re-Open eCLEP

To re-open the eCLEP system from Read-Only mode to either the Reapplication mode or Open mode, please
email CLEP at clep@health.ny.gov or clepreapp@health.ny.gov. Please indicate the laboratory’s four digit PFI
and the words “Re-Open eCLEP Permit Materials” in the subject line.

HCS Timeout

For security reasons, there are session timeouts after one hour of inactivity and HCS timeouts after eight hours of
total connectivity. These timeouts occur without warning. Timeouts take you back to the login page and force you
to re-enter your User ID and Password. If a timeout occurs before you hit Save on the data entry page, you will
lose all your data entry. It is recommended to hit Save often while working on long data entry forms.

Exiting eCLEP

There are two ways to exit eCLEP:

1. Close your browser by selecting File and Close from the browser's menu.
2. Click Logout at the top right.

a. The You are now logged off message page displays.

Technical Support

Technical Support is available for eCLEP and for the NYSDOH Health Commerce System (HCS) in the following
areas:

Help with HCS Enrollment
For additional assistance contact the Commerce Account Management Unit (CAMU) Help Desk:
(866) 529-1890 (Mon-Fri 8am — 4:45pm)
camu@its.ny.gov
Help with eCLEP

For additional assistance contact the Clinical Laboratory Evaluation Program at CLEP@health.ny.gov.
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Glossary

Certificate of Qualification (CQ) — a certificate issued by NYSDOH to an individual after the applicant has
documented that s/he meets the minimum qualifications as a Laboratory Director set forth in Part 19 of 10NYCRR.

CLEP - Clinical Laboratory Evaluation Program

Delegated Submitter — a person who has been given written authorization by the Laboratory Director to
electronically submit facility information on behalf of the Director. A Delegated Submitter will be authorized to enter
and submit data electronically using the eCLEP system.

DOH - Department of Health

eCLEP - Electronic Clinical Laboratory Evaluation Program application located on the HCS

Enter Data - Filling out the forms for eCLEP

HCS - Health Commerce System — the Department of Health’s secure Internet network that provides data
interchange between health care providers and the NYSDOH.

HCS Coordinator — An individual at the laboratory, designated by the laboratory director, who has the
responsibility of requesting additional HCS accounts for data entry individuals. The HCS Coordinator also affiliates
HCS User IDs with the laboratory for new users and removes the affiliations for users who have left the laboratory.
Laboratory Director — an individual who is responsible for the administration of the technical and scientific
operation of a clinical laboratory or blood bank, including the supervision of procedures, reporting of results and
responsibilities specified in Subpart 19.3 of 10 NYCRR and Article 5 Title V Section 571 of the Public Health Law.
Such person shall possess a Certificate of Qualification issued pursuant to Part 19 of 10 NYCRR. A Director will
be authorized to enter, submit and attest to information entered using the eCLEP system.

NYCRR - New York Codes, Rules and Regulations

NYSDOH — New York State Department of Health

PDF — Portable Document Format file — a file format which creates documents with a consistent look. The PDF
file format was created by Adobe Systems. Adobe Reader software may be downloaded free-of-charge from:
http://www.adobe.com.

Persistent Data — Data which is saved in the database and displayed in eCLEP, such as

PFI — Permanent Facility Identifier that identifies a laboratory

Submit Data — Confirming that the data entered is accurate and submitted.

User ID — An identification for logging on to the HCS
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