Guide to Match Information on CMS 116 CLIA Form with the ¥ CDPH
California Laboratory Online Licensing System ‘\7
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Online Application CMS 116 form (Page 1)

For a renewal of laboratory license online application, refer to
the user manual for “Single Site” “Renew License” at

Cdph.Ca.gov/onlineAppHelp CENTERS FOR MEDICARE & MEDICAID SERVICES OMB No. 0938-0581

CLINICAL LABORATORY IMPROVEMENT AMENDMENTS (CLIA)
APPLICATION FOR CERTIFICATION

Follow this guide onIy if you are renewing with Changes. ALL APPLICABLE SECTIONS OF THIS FORM MUST BE COMPLETED.
. . |. GENERAL INFORMATION
Describe the changes on Section |, and enter the & [ inital Application  Anticpated start Dot LA IDENTIFICATION NUNER

“ : ” ~
Effective Date. N | te— °
* ["] Change in Certificate Type

|| Other Changes (Specify)
Effective Date

Find the matChing number on the right' FACILITY NAME FEDERAL TAX IDENTIFICATION NUMBER

(If an initial application leave blank, a number will be assigned)

1. “Tax ID” online must match the CMS 116 form, page 1. EMAIL ADDRESS (T —— T ——

|| RECEIVE FUTURE NOTIFICATIONS VIA
FACILITY ADDRESS — Physical #8tion of Laboratory (Building, Fl MAILING/BILLING ADDRESS (I different from facilfty address) send Fee Coupon

applicable.) Fee Cuuwlﬁ(ale will be mailed to this Address ur certificate
Business Information or corporateggdress fs specified
)JME ., STREET (No P.O. Boxes) a UMBER, STREET

Legal Business Name = o
ﬁ P any STATE4ZIPCODE ary STATE ‘Z\P CODE
Do B A - g SEND FEE COUPON TO THIS ADDR END CERTIFICATE TO THIS ADDRESS)| CORPORATE ADDRESS (I differant |NUMBER, STREET
oing Business & - PICK ONE: > PICK ONE: lﬂ?ﬁiﬁgwmd Fee Coupon or
’ [ ] Physical [ ] Physical
’ ary STATE ZIP CODE
Ownership Type s ’ [ ] mailing [ ] mailing
- [#Brporate [ corporate _
Select M - A NAME OF DIRECTOR (tast. First. Micidle initiai) Laboratory Director’s Phone Number
Federal Tax ID (##-###5547) » / CREDENTIALS FOR OFFICE USE ONLY
, Date Received
, Il. TYPE OF CERTIFICATE REQUESTED (Check only one) Please refer to the accompanying instructions for inspection and

certificate testing requirements)

, [ cCertificate of Waiver (Complete Sections I — Vi and IX - X)
, NOTE: Laboratory directors performing non-waived testing (including PPM) must meet specific education, training and experience under

2 . “ M a | | | n g Ad d ress” m u St m atch . , subpart M of the CLIA regulations. Proof of these qualifications for the laboratory director must be submitted with this application.

| | Certificate for Provider Performed Microscopy Procedures (PPM) (Complete Sections I-VII and IX-X)
Add Business , [] Certificate of Compliance (Complete Sections [ — X)

[ Certificate of Accreditation (Complete Sections | - X) and indicate which of the following organization(s) your
laboratory is accredited by for CLIA purposes, or for which you have applied for accreditation for CLIA purposes.

[ ] The Joint Commission | 1 ACHC [ 1AABB []AzLA
[]cap [icoLa []AsHI

If you are applying for a Certificate of Accreditation, you must provide evidence of accreditation for your laboratory by an approved
accreditation organization as listed above for CLIA purposes or evidence of application for such accreditation within 11 months after receipt of
your Certificate of Registration.
PRA Disclosure Statement
According to the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays 2 valid OME control number.
The valid OMB control number for this information collection is 0938-0581. Expiration Date: 03/31/2024. The time required to complete this infarmation collection is
california - estimated to average one hour per response, including the time to review instructions, search existing data resources, gather the data needed, and complete and
review the information collection. If you have comments concerning the accuracy of the time estimate(s) or suggestions for improving this form, please write to:
County + ¢ €MS, 7500 Security Boulevard, Attn: PRA Reports Clearance Officer, Mail Stop €4-26.05, Baltimore, Maryland 21244-1850. *****CMS Disclaimer®=***Please do not
4 ountry * validate || cancel st . . - B )

- - send applications, claims, payments, medical records or any documents containing sensitive information to the PRA Reports Clearance Office. Please note that any
United States v correspondence not pertaining to the information collection burden approved under the associated OME control number listad on this form will not be reviewed,
forwardad, or retained. If you have questions or concerns regarding whera to submit your documents, please contact LabExcellence@cms.hhs.gov.

Form CMS-116 (12121) 1

Address Line 1 Address Line 2

City = State » Zip Code
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https://cdph.ca.gov/OnlineAppHelp

Guide to Match Information on CMS 116 Form with California Laboratory Online Licensing System

Online Application

Edit the Testing Site or facility information. Update
with new information.

Update Site

Site Information

Site Information

State ID
CLP-00333333

Doing Business As Federal CLIAID

Testing Site Name »

HEALTH CARE TEST

Type of Site +

05D1234567

Hospital ~
Business Hours and Days » Requesting Exemption?
24 HOURS, 7 DAYS/WEEK No w
Oversight Type » Federal Certificate Type *
State v Certificate for Provider Performed Microscopy Procedures w
Site Contact
First Name » Middle Initial Last Name +
® X
Email Confirm Email »
Testing@cdph.ca Testing@cdph.ca
Primary Phone « Secondary Phone
(916) 444-4444 it

Address Line 1 Address Line 2
1500 Howe Avenue —

City State Zip Code
Sacraments Califomnia 95825

County Country
LOSANGELES United States

3. “Testing Site Name” must match with the “Facility Name.”

4. CLIA ID cannot be edited online. This must match on
CMS116. Do not leave blank.

5. “Oversight Type” must match with Section Il.

6. Email and phone must match.

7. “Physical Location” and “Facility Address” must match.

Page 2 of 5

CMS 116 form (Page 1)

DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved
‘CENTERS FOR MEDICARE & MEDICAID SERVICES ‘OME No. 0938-0581

CLINICAL LABORATORY IMPROVEMENT AMENDMENTS (CLIA)
APPLICATION FOR CERTIFICATION
ALL APPLICABLE SECTIONS OF THIS FORM MUST BE COMPLETED.

|. GENERAL INFORMATION
D Initial Application Anticipated Start Date
[ Survey D
[ Change in Certificate Type
|| Other Changes (Specify)
Effective Date
FACILITY NAME

CLIA IDENTIFICATION NUMBER

(If an initial application leave blank, a number will be assigned)

FEDERAL TAX IDENTIFICATION NUMBER

TELEPHOME NO. (Inciude area code) | FAX NO. (Indlude area code)

EMAIL ADDRESS

FACILITY ADDRESS — Physical Location of Laboratory (Building, Floor, Suite i} MAILING/BILLING ADDRESS {If different from facility address) send Fee Coupon
applicable.) Fee CouponlCertificate will be mailed to this Address unless mailing | or certificate
or corporate address is specified

MNUMBER, STREET (No P.0. Boxes) NUMBER, STREET

aTy STATE ZIP CODE aTy STATE ZIP CODE

SEND FEE COUPON TO THIS ADDRESS | SEND CERTIFICATE TO THIS ADDRESS) CORPORATE ADDRESS (If different | NUMBER, STREET
PICK ONE: PICK ONE from facility) send Fee Coupon or
[ "] Physical || Physical
["] mailing ["] mailing
[ | coporate [ Ccrw
NAME OF DIRECTOR (Last. First. Middle Initial) Laboratory Director's Phone Number

aTy STATE ZIP CODE

CREDENTIALS FOR OFFICE USE ONLY

Date Received
s

Il. TYPE OF CERTIFICATE REQUESTED (Check enly one) Please refer to the accompanying instructions for inspection and
certificate testing requirements)

o P T
[] certificate of Waiver (Complete Sections I — VI and IX — X) bect I 0 n I I
NOTE: Lab y directors perf non-waived testing (including PPM) must meet specific education. training and experience under

g

subpart M of the CLIA regulations. Proof of these qualifications for the laboratory director must be submitted with this application.
[ Certificate for Provider Performed Microscopy Procedures (PPM) (Complete Sections I-Vil and I1X-X)

[] Certificate of Compliance (Complete Sections [ - X)

] Certificate of Accreditation (Complete Sections | — X) and indicate which of the following organization(s) your
laboratory is accredited by for CLIA purposes, or for which you have applied for accreditation for CLIA purposes.

"] The Joint Commission "1 AcHC []AABB []A2LA
[]cap [coLA ] ASHI

If you are applying for a Certificate of Accreditation, you must provide evidence of accreditation for your laboratory by an approved
accreditation organization as listed above for CLIA purposes or evidence of application for such accreditation within 11 months after receipt of

rour Certificate of Registration.
PRA Disclosure Statement
According to the Paperwork Reduction Act of 1935, no persons are required to respend to a collection of information unless it displays a valid OMB control number.
The valid OMB control number for this information collection is 0938-0581. Expiration Date: 03/31/2024. The time required to complete this information collection is
estimated to average one hour per response, including the time to review instructions, search existing data resources, gather the data needed, and complete and
review the information collection. If you have comments concerning the accuracy of the time estimateis) or suggestions for improving this form, please write to:
CMS, 7500 Security Boulevard, Attn: PRA Reports Clearance Officer, Mail Stop C4-26-05, Baltimore, Maryland 21244-1850. *****CMS Disclaimer*** **Please do not
send applications, claims, payments, medical records or any documents containing sensitive information to the PRA Reports Clearance Office. Please note that any
comrespondence not pertaining to the information collection burden approved under the associated OME control number listed on this form will not be reviewed,
forwarded, or retained. f you have questions or concerns regarding where to submit your documents, please contact LabExcellence@cms.hhs.gov.

Form CMS-116 (12/21) 1




Guide to Match Information on CMS 116 Form with California Laboratory Online Licensing System
9

Online Application

8. “Type of Site” must match with Section IIl. .
9. “Business Hours and Days” must match Section IV. Section lll

ll. TYPE OF LABORATORY (Check the one most descriptive of facility type)
Ambulance 111 Health Main. Organization [[122 practitioner Other (Specify)
ApplicationID  Application Status  Application Created On  Business Name Testing Site Name |:| 02 Ambulatory Surgery Center D 12 Home Health Agency
_— | e . |:| 03 Andillary Testing Site in D 13 Hospice -
APL-4T73 New 11/17/224:24 PM TEMDER CARE —— Health Care Fadility 114 Hospital O Prlsu_n .
[[J04 Assisted Living Facility 115 Independent [[124 Public Health Laboratories
5 n [ 105 Blood Bank [ 116 Industrial 125 Rural Health Clinic
Site Information []06 Community Clinic 117 Insurance [[126 school/Student Health Service
L1067 Comp. Outpatient Rehab Facility 7118 Intermediate Care Facilities for [1127  Skilled Nursing Facility/
R _ . []08 End Stage Renal Disease Individuals with Intellectual Nursing Facility
Testing Site Name # Dioing Business As Federal CLIAID Dialysis Facility Disabilities [[128 Tissue Bank/Repositories
109 Federally Qualified 119 Mobile Laboratory []29 Other (5pecify)
Y
ir 121 Physician Office
. - IV. HOURS OF LABORATORY TESTING (List times during which laboratory testing is performed in HH:MM format) If testing 24/7 Check Here[_|
Site Details
U SUNDAY MONDAY TUESDAY WEDNESDAY | THURSDAY FRIDAY SATURDAY
Type of Site «
FROM:
select v
TO:
Business Hours and Days + Requesting Exemption? -or multiple sites, attach the additional Information Using the same format.]
Mo v V. MULTIPLE SITES (must meet one of the requlatory exceptions to apply for this provision in 1-3 below)
Oversight Type % Federal Certificate Type # Are you applying for a single site CLIA certificate to cover multiple testing locations?
] No. If no, go to section VI. ] Yes. If yes, complete remainder of this section.
select v select

Indicate which of the following regulatory exceptions applies to your facility’s operation.

1. Is this a laboratory that is not at a fixed location, that is, a laboratory that moves from testing site to testing site, such as
mobile unit providing laboratory testing, health screening fairs, or other temporary testing locations, and may be covered

under the certificate of the designated primary site or home base, using its address?
I Cives Lo

If yes and a mobile unit is providing the laboratory testing, record the vehicle identification number(s) (VINs) and attach to the
First Name % Middle Initial Last Hame * application.

2. Is this a not-for-profit or Federal, State or local government laboratory engaged in limited (not more than a combination of 15
moderate complexity or waived tests per certificate) public health testing and filing for a single certificate for

Email + Primary Phone » Secondary Phone multiple sites?
[IYes [JNo
If yes, provide the number of sites under the certificate _ and list name, address and test performed for each
site below.

. N 3. Is this a hospital with several laboratories located at contiguous buildings on the same campus within the same physical
Physical Location location or street address and under common direction that is filing for a single certificate for these locations?

[1Yes []No

AddressLine 1« Address Line 2 If yes, provide the number of sites under this certificate . and list name or department, location within

hospital and specialty/subspecialty areas performed at each site below.
If additional space is needed, check here [_| and attach the additional information using the same format.

City # State & Zip Code NAME AND ADDRESS/LOCATION TESTS PERFORMED/SPECIALTY/SUBSPECIALTY
NAME OF LABORATORY OR HOSPITAL DEPARTMENT

california ~

ADDRESS/LOCATION (Number, Street, Location if applicable)

County * Country » S —
CITY, STATE, ZIP CODE TELEPHONE NO. (inciude area code)

United States -

NAME OF LABORATORY OR HOSPITAL DEPARTMENT

ADDRESS/LOCATION (Number, Street, Location if applicable)

CITY, STATE. ZIP CODE |TELEPHONE MO. finclude area code)

Form CMS-116 (12721) 2
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Online Application CMS 116 form (Pages 3 & 4)

2
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10. “Annual Test Volume of California Specimens” and
“Total Estimated Annual Test Volume” must match, if the
application is for moderate/high complexity.

In the next three sections, indicate testing performed and estimated annual test volume.

VI WAIVED TESTING If only applying for a Certificate of Waiver, complete this section and skip sections VIl (PPM Testing) and Vi
(Non-Waived Testing).

Identify the waived testing (to be) performed by completing the table below. Include each analyte, test system, or device used
in the laboratory.

ANALYTE / TEST TEST NAME
Example: Streptococcus group A Ace Rapid Strep Test

MANUFACTURER

Acme Corporation

For Waived certificate type, complete Section VI.
For PPMP, complete Section VII.

ertificate of Accreditation) Complete

ific as possible. This includes each
) for high complexity.

o FACTURER M or H

poration M

site Information  Tests Performed

Tests Performed

License Type Highest Testing Complexity Faderal Certificate Type » Annual Test Volume of California Specimens +

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

License

High v ceruficate of Compliance Between 1,000,001 - 1,500,000 v

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

Non-Waived sites must add tests from dropdown menu OR upload LAB 144A

VII. PPM TESTING £ only applying for a Certificate for PPM, complete this section and skip section Vill (Non-Waived Testing).

Add tests to be performed at this site Listed below are the only PPM tests that can be performed by a facility having a Certificate for PPM. Mark the checkbox by

each PPM procedure(s) to be performed. + format.

select ~
[ Direct wet mount preparations for the presence or absence of bacteria, fungi, parasites, and human cellular elements
[] Potassium hydroxide (KOH) preparations | i
Analyte Name « Test System Name « specialty Name + complexity Pinworm examinations slow. If applying for one certificate

[] Fern tests
I [ Post-coital direct, qualitative examinations of vaginal or cervical mucous S H
S U et cmanatons ection
["] Nasal smears for granulocytes wms testing. Enter the

[ Fecal leukocyte examinations vaived tests, or tests run for quality
[] Qualitative semen analysis (limited to the presence or absence of sperm and detection of motility) additional guidance on counting

mat.” Include text box similar to

- in beside the applicable specialty/
Indicate the ESTIMATED TOTAL ANNUAL TEST volume for all PPM tests performed ARBE. AZLA CAP, COLA o ASHI
If alse performing waived complexity tests, complete Section V1. For laboratories applying for certificate of compliance or

certificate of accreditation, also include PPM test volume in the specialty/subspedialty category and the “total estimated annual
test volume” in section VIIL.

[ Check if no PPM tests are performed

Upload Test formed List (LAB 144A)
Uploaded! a

labl44z pdf

ACC ANNUAL
ORGANIZATION | JEST
VOLUME

LT vz

Test Performed Info: APL-ATTS If additional space is needed, check here [ and attach additional information using the same format.

Page 4 of 5

Form CMs-116 (1221) 3
) 520
iology 115 Antibody Detection ion) 530)
[ Mycology 120 ] Antibody i 540
[parasitology 130 Oc ibility Testing 550
[ virology 140 PATHOLOGY
DIAGNOSTIC IMMUNOLOGY [ hi 510

[ Syphilis Serology 210

[] Oral Pathology 620

] General 220 [] Cytology 630

CHEMISTRY RADIOBIOASSAY 800

[[J Routine 310 O \
[ Urinalysis 320 CLINICAL CYTOGENETICS 900

] Endocrinology 330 [P | " [

[ Tosicology 340

TOTAL ESTIMATED ANNUAL TEST VOLUME:

Form CMS-116 (12/21)
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lﬂ Online Application CMS 116 form (Page 1)

The Laboratory Director (#1 1) and License Number (#1 2) DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved

‘CENTERS FOR MEDICARE & MEDICAID SERVICES OME No. 0938-0581

must match “Name of Director” and “Credentials” on page 1 CLINICAL LABORATORY IMPROVEMENT AMENDMENTS (CLIA)

of the CMS 116 form. APPLICATION FOR CERTIFICATION

I. GENERAL INFORMATION
[ initial Application Anticipated Start Date CLIA IDENTIFICATION NUMBER

Laboratory Personnel [ Survey o

[ Change in Certificate Type
["] Other Changes (Specify)
Effective Date

First Name « Middle Name Last Name « Role Edit  Remove FACILITY NAME FEDERAL TAX IDENTIFICATION NUMBER

JANE DOE Laboratory Director
- = O &

Add New Laboratory Director . EMAIL ADDRESS TELEPHONE NO. (Include area code) |FAX NO. {Include area code)
.

| RECEIVE FUTURE NOTIFICATIONS V1A EMAIL
FACILITY ADDRESS — Physical Location of Laboratory (Building, Floor, Suite if| MAILING/BILLING ADDRESS (if different from facility address) send Fee Coupon
applicable.) Fee CouponiCertificate will be mailed to this Address unless mailing |or certificate
or corporate address is specified

NUMBER, STREET (Ne F.0. Boxes) NUMBER, STREET

(If an initial application leave blank, a number will be assigned)

A CLIA laboratory director must be added.

Ty STATE ZIP CODE ary STATE ZIP CODE

SEND FEE COUPON TO THIS ADDRESS | SEND CERTIFICATE TO THIS ADDRESS | CORPORATE ADDRESS if different | NUMBER, STREET
from facility) send Fee Coupon or

PICK ONE: PICK ONE: certificate
Provide most relevant license) certfication detalls relating to the role above. i i Phy_s?cal O Phy-s?cal ary STATE 71P CODE
|| mailing [ | mailing
1 —Loroorate
Add Lie! 1 NAME OF DIRECTOR (Last, First. Middie Initial) Laboratory Director's Phone Number
l License Type I CREDENTIALS FOR OFFICE USE ONLY
Physician and Surgeons I Date Received
Granting Agency Issued in California License Numbera 1 1L 'I_'Y_PE OF CERTIFICATE REQUESTED (Check only one) Please refer to the accompanying instructions for inspection and
1 certificate testing requirements)
Yes W G123
Expiration Date Soard Certied 1 1 [ Certificate of Waiver (Complete Sections | - Vi and IX - X)
a 1 NOTE: Laboratory directors performing non-waived testing (including PPM) must meet specific education, training and experience under
v subpart M of the CLIA regulations. Proof of these qualifications for the laboratory director must be submitted with this application.
- EE EE EE N EE B N EE BN EE EE BN EE BN BN EE B Em [ ] Certificate for Provider Performed Microscopy Procedures (PPM) (Complete Sections I-Vil and IX-X)

['] certificate of Compliance (Complete Sections [ — X)

[] Certificate of Accreditation (Complete Sections | — X) and indicate which of the following organization(s) your
laboratory is accredited by for CLIA purposes, or for which you have applied for accreditation for CLIA purposes.

Please note: All other fields on the CMS 116 form must [7] The Joint Commission  [] ACHC [lasse  [azLA
be completed if applicable. For more details visit the CMS L] cap [icoLa LIAsHI

If you are applying for a Certificate of Accreditation, you must provide evidence of accreditation for your laboratory by an approved

We bS I te accreditation organization as listed above for CLIA purposes or evidence of application for such accreditation within 11 months after receipt of
. your Certificate of Registration.

PRA Disclosure Statement

According to the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid OME control number.

. - . The valid OMB control number for this infermation collection is 0938-0581. Expiration Date: 03/21/2024. The time required to complete this information collection is

For q u estl 0 n S , Vi S |t O u r H el p pag e . Cd p h . Ca . g OV/O n I N eAp p H e I p estimated to average one hour per response, including the time to review instructions, search existing data resources, gather the data needed, and complete and

review the information cellection. If you have comments concerning the accuracy of the time estimate(s) or suggestions for improving this form, please write to:

CMS, 7500 Security Boulevard, Attn: PRA Reports Clearance Officer, Mail Stop C4-26-05, Baltimore, Maryland 21244-1850. *****CMS Disclaimer** ***Please do not

send applications, claims, payments, medical records or any documents containing sensitive information to the PRA Reports Clearance Office. Please note that any

comrespendence not pertaining to the information collection burden approved under the associated OMB control number listed on this form will not be reviewed,

forwarded, or retained. If you have questions or concerns regarding where to submit your documents, please contact LabExcellence@cms hhs gov.

Form CMS-116 (12/21) 1
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