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 CERTIFICATION 

 

Objectives: 

 Program Manager / Authorizing Official Certification Process 

 Approving Manager Approval 

 OPA Review and Approvals  

 

PM / AO CERTIFICATIONS 

DETAILS EXAMPLE 

Program Manager / Authorizing 
Official Advance Notification 

 OPA Recertification is required 
annually for Covered Entities 
participating in the 340B 
discount drug program.  

 Advance Notification – 340B 
Recertification email provides 
preliminary information about 
OPA Recertification process. 

 Email is sent to: 
­ Program Manager/Designee 
­ Authorizing Official/Primary 

Contact 
­ Approving Managers (for 

Grantees)  
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PM / AO CERTIFICATIONS 

DETAILS EXAMPLE 

PM/AO Login Email 

 Login/Password email provides: 
­ Instructions on the online 

Recertification process. 
­ 340B URL link to Recertification 

screens (Site). 
­ Log in steps to access the 340B 

System. 
­ Username and Password for 

authentication. 

 Program Manager (PM) and 
Authorizing Official (AO) receive 
email. 

 Approving Manager (AM) 
receives email once PM 
completes certification. 

 

PM / AO Logging In 

1. Click on the URL link and 
Authentication and Authorization 
window opens (Welcome to 
OPA). 

 

2. From email, copy and paste user 
name in User Name field. 

3. From email, copy and paste 
password in Password field. 

Click the  button and 
the U.S. Government Warning 
pop-up window displays. 

 

4. Click the  button. 
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PM / AO CERTIFICATIONS 

DETAILS EXAMPLE 

5. Copy and paste password from 
email in Enter old password field. 

6. Enter a new password (twice). 
 

 New password must consist of 
the following: 

o 6 to 12 characters 
o 1 Uppercase letter 
o 1 Special Character     

@, #, %, &, *, $, /, ^ 
 

 

7. Click the  
button and an email 
acknowledgement is sent that 
the password is updated. 

 

PM / AO Certifications 

1. Batch Dashboard automatically 
displays status of batch(es) as 
Incomplete for all applicable 
Covered Entities.   

2. Click on 340B ID link for each 
Covered Entity in the batch and 
the Covered Entity Detail screen 
displays. 
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PM / AO CERTIFICATIONS 

DETAILS EXAMPLE 

Covered Entity Details 

 Each section of the Covered 
Entity record is editable. 

 Fields that cannot be edited 
display as grayed-out. 
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PM / AO CERTIFICATIONS 

DETAILS EXAMPLE 

4. Click on an Edit button to 
change fields in applicable 
section. 

 

5. Enter data updating fields. 

6. Click the  button and 
the section collapses. 

Or click the  button to 
undo the changes. 

 

 Qualification Information section 
only pertains to Hospitals, not 
Grantees: 

­ Children’s (PED) 

­ Critical Access (CAH) 

­ Disproportionate Share (DSH) 

­ Free Standing Cancer (CAN) 

­ Rural Referral Center (RRC 

­ Sole Community (SCH)  

 QI section fields are based on 
the specified hospital type. 

 Red asterisk * displays next to 
required fields.   

 Updating main Covered Entity 
first specific for Qual Info 
section, automatically updates all 
associated Covered Entities 
Qual Information with same data.   

 

 

 

 

 

 If a required field is left blank, an 
error message displays and the 
user is unable to proceed to 
Certify the CE.  
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PM / AO CERTIFICATIONS 

DETAILS EXAMPLE 

7. Click the  button to 
certify and the Authorizing 
screen displays. 
 

For batches with multiple 
Covered Entities, follow 
the same steps. 
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PM / AO CERTIFICATIONS 

DETAILS EXAMPLE 

Decertifying Covered Entity 

 Decertifying a Covered Entity 
changes the following: 

­ Termination Reason auto-
populates to:  “At Request of 
Covered Entity”. 

­ Termination Date auto-populates 
to the first day of next quarter. 
 

1. Click on 340B ID and Covered 
Entity Detail record displays. 

 Exception:  Qualification 
Information fields become 
optional only when a Covered 
Entity is Decertified.   

 

2. Click the  button and 
a warning window displays a 
message window displays 
pertaining to terminating active 
and pending Contract Pharmacy 
contracts. 
 
 
 

 

3. Click the  button. 
 

 

 

­ Batch Dashboard displays with 
the PM/AO Certification status 
as “Decertified”.   
 

­ If other certifications remain to 
be certified, the Batch 
Dashboard displays.    
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PM / AO CERTIFICATIONS 

DETAILS EXAMPLE 

Authorize and Submit 

Once all Covered Entities have been 
certified/decertified in a batch, then 
the Authorize and Submit screen 
displays.   

1. Click the  checkbox in the 
Authorized Signature section. 

2. Click the  
button and the Confirmation 
screen displays. 

 

 

3. Click the  button and the 
340B HRSA OPA homepage 
displays.   

 PM/AO can register a Covered 
Entity or Outpatient Facility from 
this screen by clicking on the 
appropriate link. 
 

 

8. Click on the Logout button to exit 
the system.   

 

 

 System sends an AM Notification 
email to the Approving Manager 
for Grantees when the Batch 
Certified by the Program 
Manager is the not the first Batch 
in the Initiative.   
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PM / AO CERTIFICATIONS 

DETAILS EXAMPLE 

OPA Approval 

 Upon OPA Reviewer completing 
review and approvals of all 
Covered Entities in a batch, an 
email notification is sent to the 
Program Manager/Authorizing 
Official, and Approving Manager 
when applicable. 
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AM APPROVALS 

DETAILS EXAMPLE 

Approving Manager Approvals 

 AM receives email notification 
once PM/AO certification is 
complete. 

 Initial batch email includes the 
login information.  

 If an AM supports multiple 
Initiatives, after initial email is 
sent with User ID and Password; 
following emails do not include 
User ID and Password. 

 Subsequent emails only include 
batch certification notification. 

 EXCEPTION:  Hospital Entities 
do not have Approving 
Managers; therefore, this 
process is omitted.   

 

Approving Manager Login 

 AM logs into 340B application 
using the URL in the AM 
Login/Notification email or from 
HRSA OPA 340B Homepage 
URL. 
 

1. Copy and paste user name in 
User Name field. 

2. Copy and paste password in 
Password field. 

3. Click the  button and 
the U.S. Government Warning 
pop-up window displays.  

 

4. Click the  button. 
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AM APPROVALS 

DETAILS EXAMPLE 

5. Copy and paste password from 
the email in the Enter old 
password field. 
Enter new password must 
consist of the following: 

o 6 to 12 characters 
o 1 Uppercase letter 
o 1 Special Character     

@, #, %, &, *, $, /, ^ 

6. Select the 

 button. 
 

7. Receives email 
acknowledgement that password 
has been updated. 
 

The Approving Manager’s 
User ID and Password 
cannot be reused once all 

Batches in an Initiative have been 
reviewed and certified.    

 

AM Certifications 

1. AM is navigated to the Initiative 
Dashboard. 

2. Click on a Batch Name link (i.e., 
TB-WI) and the Batch 
Dashboard displays. 
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AM APPROVALS 

DETAILS EXAMPLE 

3. Click on a 340B ID link and the 
Initiative Summary for the 
Covered Entity displays. 

 

4. Review Summary and click on 
the Batch Dashboard link. 

 

5. Once all 340B IDs have been 
reviewed, click on Approve link 
in Approval Status column and 
the Approving Manager Batch 
Approval screen displays. 
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AM APPROVALS 

DETAILS EXAMPLE 

6. Update Approving Manager 
data, if applicable. 

 Fields that cannot be edited are 
grayed-out.    

 

 

 

 

 

 

 

 

7. Click the  checkbox in the 
Authorized Signature section. 

8. Click the  
button and the Confirmation 
screen displays. 

 

9. Click the  button and the 
340B HRSA OPA homepage 
displays.   

 

 

AM Certification Completion 

 AM receives an email notification 
when a Batch is reviewed and 
approved by OPA. 

 

 

  

 


