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“You are never wrong, tf you do the right thing.”



GCA340B Monthly Educational
Webinar Series:
OPAIS Recertification for Non-Hospitals

2/25/2026



Non-Hospital 340B Recertification Windows

e Current Recertification Window:

February 2 — March 2, 2026

e Covered Entity Types:

Federally Qualified Health Centers (CH / CHC)
Federally Qualified Health Center Lookalikes
(FQHCLA)

Black Lung Clinics (BL)

Hemophilia Treatment Centers (HM)

Native Hawaiian Health Care Centers (NH)

Ryan White Grantees — Part C (HV)

Ryan White Grantees — Parts A, B, D, F (RW)
State Operated AIDS Drug Purchasing Assistance
Programs (ADAP)

Tribal and Urban Indian Organizations (FQHC638 /
ul)

e Estimated Recertification Window:

Beginning of May — Beginning of June

e Covered Entity Types:

Title X Funded Family Planning Projects (FP)
Sexually Transmitted Disease Clinics (STD)
Tuberculosis Clinics (TB)
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OPAIS Recertification Steps
[ All Covered \ [ \ / \ / \

HRSA/OPA will
Entities currently PC and/or AO S — AO and PC will
listed in 340B will review 5y receive email
r(ejgjilrse?jrteo OPAIS listing information and notification of
recertify annually information for accept or reject HRSA/OPAs
(except those with completeness all proposed recertification
a pending and accuracy. Cha:gﬁ;;c’ CE decision.

\termination date)./ \ / \ / \ /

4 N\ [ N\ [ )

Primary Contact AO will
(PC) and/or “attest” to the Remember:
Authorizing recertification HRSA/OPA can
Official (AO) will . recertify or
recertify using SmeISSI.On decertify the
3408 OPAIS login and submit to CE.
credentials. OPA.
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Starting a CE Recertification

Advanced email notifications with preliminary information about the recertification process are sent by OPA
to the AO and PC.
* Once the recertification window officially opens, and until the recertification process has been

completed, daily email notifications will be sent to the AO and PC reminding them of the open
“Recertification” task in their OPAIS “My Dashboard.”

PC or AO will start the recertification process by logging into OPAIS; entities requiring certification will appear
as “Recertification” tasks in “My Dashboard.”

Home Register -  Search~  ReportsiFiles testemail_36753@nowhere.nada ~  Help
My Tasks (1) My Active/Approved (2) My Pending (0) My Terminated (0)
SN . . v o ol o | msidicaliea; ] ik
Due Date Task Type 3408 ID Grant Number SubName Parent / Child Name
® 7 % ¥ T i h 4 v T
09/30/2020 Recertification STD21044 SNH25PS005140 Parent HOWARD COUNTY

\ HEALTH DEPARTMENT

Clicking on “Recertification” link will display the “Recertification Information” page which shows the updates
needed for specific sections to obtain a successful recertification.

Recertification

Recertiication Information

3408 covered enties must annuaty ety hew ek o oman i e

i the Primary Contact subents

a1 natrcatons

Sena

‘Ciearance Ofice, 5600 Fishers Lane. Room 14-39 Rockvie, Maryland, 20857
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Review CE Listing Details

Clicking on “Continue” button will display the “Recertification Covered Entity Details” page.
* This page will display:
* “Please Update” messages to indicate where required information must be updated (Click on

the “Edit” link on the right side of the page to access the details where updates are required);
Qualification Info Attachments Info Medicaid Billing Parent/Child Comments History

Medicaid Billing Information (Please update Medicaid Billing information) | Edit MedicaidBiliing

* “Please Review” messages to indicate fields that are recommended for updates.

Covered Entity Details ( Please provide value(s) for all required field(s) ) Edit Main Details
Please review the specific fields mentioned in notes Delow

pdate the Primary Contact es not meet the crmena

* Sreel Address  Lipdate 10 the currén! main location

For CH/CHC and FQHCLA entities, the information in OPAIS must be consistent with the grantee’s information
on Form 5B in HRSA’s grant system, the Electronic Handbook (EHB). Any changes requested during 340B
Program recertification will only be accepted if they are reflected and match what is listed in HRSA’s EHB. The
following EHB information is displayed on the 340B Program recertification page:

EHB Field Name Description

EHB Organization Name This field is used to validate the Entity Name in OPAIS

EHB Site Name This field is used to validate the Entity Sub-Division Name in OPAIS
EHB [ Grant Number This field is used to validate the Grant Number field in OPAIS (which

contains the FQHCLA Designation Number for FQHCLAs)

EHB Address Information (Physical Street Address,  This field is used to validate the Street Address in OPAIS
City, Zipcode and Zip4Code)

EHB Site Status This field corresponds to the EHB Site Status. The EHB Site Status Itis
either Pending Verification, Active, or Terminated.
EHB Last Uploaded On This field displays the most recent date when EHB data was uploaded into
oais =




Key Details to Review

Name, CE Type, Site ID, 340B ID,

N N N

Main Details ﬂ Grant Number conferring 340B
eligibility
Authorizing Official and Primary
Contacts :

Contact Information accuracy

“At this site, will the covered entity
Medicaid Billing ﬁ bill Medicaid fee-for-service for drugs

purchased at 340B prices?”
L All locations listed? All addresses,
Clinic Sites and Contract : : : :
: ﬁ ship-to information, bill-to
Pharmacies

information accurate?




Recertification Submittal: by PC

If you are the PC, when all updates are complete, review the information displayed on the “Covered Entity
Details” page and select the action you wish to perform: Cancel, Submit, or Terminate.

Covered Entity Details

340810
DSHIZ0002A

Entity Name Entity Type
MAUI HEALTH SYSTEM AKAISER FOUNDATION HOSPITALS, LLC, dba Maui Memorial Medical Center Disproportionate Share Hospital

Entity Sub-Division Name.

MAUI MEMORIAL MEDICAL CENTER OUTPATIENT GLINIC - MAUI MEMORIAL MEDICAL CENTER OUTPATIENT GLINIC
Employer identiication Number (EIN) Medicare Provider Number
811559375 120002

Outpatient EIN ‘Outpatient Facility Provider Number
Partcipant Approval Date Last Recertification Date

222019 9132019

Type Name Address Line 1 Address Line 2
Steet Address 85 MAUI LAN) PARKWAY

Billng Address MAUI MEMORIAL MEDICAL CENTER 221 MAHALANI STREET

Shipping Addres: 85 MAUI LANI PARKWAY

Contacts

Aachmenisilo | Modcakdlling  ParontChkd  Carmmonts  Htory
o e Document ame Atachment Typs Ulosded On

. Y B v 1R
No attachments. to display.

ipful in reviewing this recertification for 1408 eligibliy:

Uploaded By

ciy
WAILUKU
WAILUKU
WAILUKU

2
96793
bt
96793

Upon clicking the “Submit” button, the confirmation page is displayed, and the submission is forwarded to

the CEs AO for review and attestation before submission to OPA.
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Recertification Submittal: by AO

If you are the AO, when all updates are complete, and after reviewing the information displayed on the

“Covered Entity Details” page, you must “attest” to the recertification submission.

Covered Entity Details

340810

DSH1200024

Entity Name

MAUI HEALTH SYSTEM, AKAISER (OSPITALS, LLC, ba

Entity Sub.Division Name

MAUI MEMORIAL MEDICAL CENTER OUTPATIENT CLINIC - MAUI MEMORIAL MEDICAL CENTER OUTPATIENT CLINIC

Employer Identification Number (EIN)
81-1559375
Outpatient EIN

Participant Approval Date
az2019
Adaresses

Type Name

Street Address

Billing Address MAUI MEMORIAL MEDICAL CENTER
Sripping Address

Contacts

Authorizing Official
Joyce Tamort
ChiefFinancal Offcer
Phone; 80

95
Email TestEmal 24755 @nowhars nada

Atachments info  Medieaid Biling  Par

WChid  Comments History

[ FleName Document Name

No attachments to display

‘Submission Comment
Please provi jiewing this

Addrass Ling 1
5 MAUILANI PARKVWAY
221 MAHALANI STREET
85 MAUILANI PARKWAY

Primary Contacts

Daniel Navas
Dirsctor of Pharmacy
Phe

Emait TestEmal_10626@nowhere. nads

Attachment Type Uploaded On

Authorizing Official Signature

Entity Type
Disproportionate Share Hospital

Medicare Provider Number
120002
‘Outpatient Facility Provider Number

Last Recentification Date.
9132019

Address Line 2 Sute

Uploaded By

ciy

WAILUKU
WAILUKU
WAILUKU

Comment

Print
T
State Zip
HI 96793
HI 96793
HI 96793

Upload Salact from Existing

Attachments

Modiy Attachments

The undersigned represents and confirms that he/she is fully authorized to legally bind the covered entity and certifies that the contents of any statement made or reflected in this document are truthful and accurate. The undersigned further

acknowledges the 3408 covered entity's responsibility to abide by the following:

As an Authorized Official, | certify on benalf of the covered entity that:

1. All information listed on the 3408 OPAIS for the covered entity is complete, accurate, and correct;

2. The covered entity meets 3408 Program eligibility requirements;

3. The covered entity will comply with all requirements of Section 3408 of the Pubiic Health Service Act and any accompanying regulations including, but not imited to, the prohibition against duplicate discounts and diversion (section 3408(a)(5)(A)

and (8) of the Public Health Service Act;

4. The covered entity maintains auditable records pertaining to compliance with the requirements described in paragraph (3) above, pursuant to section 3408(a)(5)(C) of the Public Health Service Act;
5 Ifthe covered entity uses contract pharmacy services, that the contract pharmacy arrangement will be performed in accordance with OPA requirements and guidelines;

6. The covered entity acknowledges its responsibility to contact OPA as soon as possibie if there is any change in 3408 eligibility and/or breach by the covered entity of any of the foregoing; and

7. The covered entity acknowledges that f there is a breach of the requirements described in paragraph (3) that the covered entity may be liable to the manufacturer of the covered outpatient drug that is the subject of the violation, and, depending
upon the circumstances, may be subject to removal from the list of eligible 3408 entities.

Failure to upload required documentation will delay approval of your recertification and result in termination if not provided by the recertification deadiine

Please provide any additional information that may be helpful in reviewing this registration for 3408 eligibility:

[ By checking this box. I confirm that | nave read the above statements and fully understand my obiigations.|

Upon clicking the “Submit” button, the confirmation page is displayed, and your recertification reques

has been submitted to OPA.
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What Does the AO Attest To?

The CEs recertification submission is not complete until the
Authorizing Official Attests that all information for the CEs
OPAIS listing is truthful and accurate.

* Allinformation listed on OPAIS is complete, accurate, and correct.

* The CE meets all applicable 340B Program eligibility requirements.

e The CE will comply with all requirements under Section 340B of
the Public Health Services Act, including the prohibition against
duplicate discounts and diversion.

 The CE maintains auditable records pertaining to 340B Program
compliance.

e Contract retail pharmacy arrangements are performed in
accordance with OPAIS requirements.

 The CE acknowledges its responsibility to notify OPAIS of any
change in their 340B Program eligibility or material breach by CE.

* The CE acknowledges that if there is a breach in the requirements
pertaining to duplicate discounts or diversion, they might be liable
to the manufacturer of the outpatient drug, and they may be
subject to removal from the 340B Program.

Once AO Attestation is complete (¥1), AO must click on “Submit”
button for recertification submission to be marked as completed.



Helpful Hints

340B Registration and 340B Recertification are two separate processes.
* If your Registration “effective date” falls within the same calendar year as your entity type’s Recertification window,
you will still need to complete the Recertification process.
*  Ex: FQHCLA with OPAIS effective date of 1/1/26 must still complete Recertification during the 2/2/26-3/2/26
window.

340B Recertification and OPAIS Change Requests are two separate processes.
*  Onthe Recertification window start date, all OPAIS Change Requests (excluding AO or PC Change Requests) and
Termination Requests that are waiting for OPA review or for AO attestation will be removed.
*  Requests waiting for OPA review will be rejected by the system.
*  Requests waiting for AO Attestation will be canceled by the system.
* The AO and PC of the impacted CE will receive an email notification advising of the cancelation/rejection.
* The changes on those requests can be submitted during the Recertification process.

If your Grant Award / Information changes, an assessment needs to be made on whether or not it affects the CEs OPAIS
listing.
*  For Example: if a Grant Award allows for a new CE site, that site may need to be added to the CEs OPAIS listing.
*  GCA340B clients: make sure to reach out to your account manager when any Grant Award / Information changes
so we can ensure this assessment is made!

CHC/ FQHC/FQHCLA's are given an extended registration window each quarter up to 6 weeks. From the close of the two-
week standard registration period through the end of the 6-week extended quarterly registration period, once a site is
“active” in the CEs EHB, the health center can request OPA to open their account to allow them to submit a registration.
Health centers will be asked to provide the following information to the 340B call center staff when requesting the link:

*  Health center name

*  Site/clinic name

* Site IDs for all sites

*  HRSA/BPHC grant number

*  Primary Contact name and email address

* Authorizing official name and email address E;\l
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We’'re Here to Help!

Brandi Lawson-Garlutzo

Operations Specialist

623.229.9477
brandi.lawson-garlutzo@gca340b.com

Anja Wilkinson

Director of Compliance and Implementation
918.231.6358

anja.wilkinson@gca340b.com

Katrina Greene

Senior Account Manager
518.742.0574
katrina.greene@gca340b.com

www.gca340b.com
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