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Agenda 

• Identify proper registration elements 

• Understand compliance principles in a combined purchasing and 
distribution model 

• Define key points for developing the combined purchasing and 
distribution model for your entity 
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Who Needs to Submit a Combined Purchasing 
and Distribution Request? 

• 638 and UI , FP, STD and RW grantees operate 
as separate grantee sites that operate under 
the same grant number. 

• These sites are not associated in OPAIS, like 
FQHCs or FQHC look-alike sites. 

• 638s operate under P.L. 93-638 or 25 USCS 
§1651. Indian Health Care Improvement Act -
25 U.S. Code Chapter 18. 

• UIs are health centers owned or leased by 
Urban Indian organizations; they receive grant 
and contract funding through Title V of the 
Indian Health Care Improvement Act. 
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Combined Purchasing and Distribution 

• Combined purchasing and distribution occur when one covered entity 
purchases medications under one account to send to multiple locations 
that have the same grant number (multiple 340B IDs) 

− Lack of transparency in ordering process 

• Common in state health departments 

− Limited space/resources/operating hours 

− Desire to oversee medication ordering 

− Ability to pay for and give “free” drug to site 

• Without HRSA approval, this practice of transferring inventory between 
sites has a 340B compliance risk 
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Grantee Combined Purchasing and Distribution 
(Examples) 
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State Warehouse 
(STD1200) 

Local Health Clinic Local Health Clinic 
(STD1278) (STD1256) 

(1H25PS009713)Contracted Clinic (1H25PS009713) 
(STD1234) 

(1H25PS009713) 

Wholesaler 

Single distributor 
account, multiple 
ship-to addresses 

(STD1200) 

Local Health Clinic Local Health Clinic 
(STD1278) (STD1256) 

(1H25PS009713)Contracted Clinic (1H25PS009713) 
(STD1234) 

(1H25PS009713) 

Wholesaler 

Single Pharmacy 

Patient of 
Local Health Clinic 

Patient of 
Local Health Clinic 

Patient of (STD1256) (STD1278) 
Contracted Clinic (1H25PS009713) (1H25PS009713) 

(STD1234) 
(1H25PS009713) 
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Grantee Combined Purchasing and Distribution 
(Examples) 

Wholesaler 

Entity-owned warehouse 
or clinic 

(FQHC638001) 

         

   

  
  

 

  
 

  
 

  
 

  
 

  

    Health Center Clinic Health Center Clinic 
(FQHC638001A) (FQHC638001C) 
(6F38QH009713) Health Center Clinic (6F38QH009713) 

(FQHC638001B) 
(6F38QH009713) 

Wholesaler 

Single distributor 
account, multiple 
ship-to addresses 
(FQHC638001) 

Health Center Clinic Health Center Clinic 
(FQHC638001A) (FQHC638001C) 
(6F38QH009713) Health Center Clinic (6F38QH009713) 

(FQHC638001B) 
(6F38QH009713) 
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(Examples) 

         

   

  
 

 

  
 

  
 

 

  
 

 

   
  

 

  
 

 

  
 

 

  
 

 

Wholesaler 

Single distributor account, 
multiple ship-to addresses 

(Contract Pharmacy) 
(FQHC638001) 

Patient of 

Health Clinic 
Patient of 

Health Clinic 

(FQHC638001A) Patient of (FQHC638001C) 

(6F38QH009713) Health Clinic (6F38QH009713) 
(FQHC638001B) 
(6F38QH009713) 

Wholesaler 

Patient of Patient of 
Health Clinic Health Clinic 

Patient of (FQHC638001C) (FQHC638001A) 
Health Clinic (6F38QH009713) (6F38QH009713) (FQHC638001B) 

(6F38QH009713) 

Single FQHC638 
Pharmacy 

(FQHC638001) 

© 2023 Apexus. Reproduction without permission is prohibited | 7 

CONFIDENTIAL. Do not distribute 



         

   

 

   

     

    
  

     

    
       

  

    
     

    

     

  

© 2023 Apexus. Reproduction without permission is prohibited | 8

CONFIDENTIAL. Do not distribute

Proper Registration 

• Purpose of 340B IDs 

• 340B IDs are considered unique separate 
entities 

− Diverse and complex relationships between 
non-health center grantees 
(e.g., Title X, STD, RW, FQHC638) 

• Grant numbers provided at registration 
− OPA may request funding agreement for 638s in lieu 

of grant number 

• HRSA recognizes that non-health center 
grantees operating under the same grant 
number may want to share inventory 
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Compliance Principles 

• Auditable records—recording the chain of custody from purchase to patient 

• Policies and procedures—describing the processes in place to ensure 
compliance 

• All 340B IDs involved 

− Purchasing 

− Receiving 

• Ensure that drugs will not cross entity types or grant numbers 

• All involved authorizing officials (AOs) must attest 

• Contact HRSA if any approved components of the model change 

• Comply with all federal, state, and local laws 
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Key Points 

• Keep 340B OPAIS records up to date

• Keep auditable records

• Update policies and procedures

• Informs auditors that model is approved



      

   

       
     

You just realized that you need to 
submit a proposal to HRSA…now 

what? 
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     Determine How to Structure Your Proposal 

PVP  tool  can act  as  a  guide 

• Contains core  elements  for  submission 

• 340bpvp.com/resource-center/340b-tools, contact  Apexus Answers with  questions 

How  many  covered entity  types  do you have? 

• All  one  covered  entity  type,  all  one  grant  number 
Submit  one  proposal,  additional  considerations  if  not  all  sites are  owned 

• Multiple  covered  entity types  or  grant  numbers 
Submit  one  proposal  that  contains purchasing  and  inventory  model  for  each  entity  type/grant  number  (e.g.,  do  
not  combine  FP,  TB,  and  STD  purchasing  on  one  account) 

© 2023 Apexus. Reproduction without permission is prohibited | 12 

CONFIDENTIAL. Do not distribute 

https://340bpvp.com/resource-center/340b-tools


         

   

  PVP Tools and Resources 
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First Steps 

1. Develop list of all covered entities participating in the model 
Ensure that all sites are registered and up to date in OPAIS (grant number, 
address, AO) 

2. Ensure that P&Ps are up to date 
Include information about inventory management, auditable records 

3. Secure buy-in 
− Central site (340B ID on the account) will assume responsibility for all 

medications purchased on that account 

− AOs from each site will need to sign off on proposal 
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Crafting The Proposal 

Three  core  components 
1. Description  of  model  including  purchasing,  inventory  tracking,  and  auditable  

records 

2. List  of  sites participating  (covered  entities and  contract  pharmacies) 

− Each  site  participating  in  the  model  and  its role 

• Purchaser:  site  responsible  for  340B  purchases in  its 340B  ID 

• Receiver:  receiving  340B  purchases from  main  identified  340B  ID 

− Relationship  between  sites selected  for  model 

• Same  grant  number,  ownership and same  authorizing  official/primary  contact 

• Same  grant  number,  ownership  and  different  authorizing  official/primary  contact 

3. Policies and  procedures describing  how  each  compliance  element  is met 
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  Understanding Compliance Elements 

• Drug  inventory should  align  with  account  under  which  the  drugs 
were  purchased 
May  result  in  multiple  inventories at  each  site  with  multiple  grants (centrally 
obtained  vs.  locally ordered) 

• Tracking  NDC  from  purchase  to  administration 
Best  practice  for  ensuring  that  no  diversion  occurs 

• Access to  records at  each  site 

• Impact  of  Medicaid  carve-in/-out  decision 
Ensure  proper  listing  on  Medicaid  Exclusion  File  for  each  site  and  impact  on  contract  
pharmacies 
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Other Elements of Proposal 

Signed attestation from participating site AOs 

Ordering entity acknowledgment 
of responsibility and entity accountability 

Process for updating policies and procedures and alerting HRSA when 
proposal elements are updated (e.g., new site added/terminated) 

© 2023 Apexus. Reproduction without permission is prohibited | 17 

CONFIDENTIAL. Do not distribute 



         

   

  

    

         

     

  

    

   

    

Tips for Submitting Proposal 

• Prior to submitting the proposal 

− Ensure that OPAIS is up to date prior to submission 

− Obtain AO approval from each site 

• Lessons from the field 

− Ensure accountability structure in place 

− Develop experts and keep documentation 

− Weigh benefit and breadth 

TOP 
TIPS 
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