
 

 

 
 

  
 
June 22, 2023 
 
Notice to 340B Covered Entities:  
Update to Boehringer Ingelheim Contract Pharmacy Policy 
Effective August 1, 2023  

 

Dear 340B Covered Entity: 
 

I am writing to inform you that Boehringer Ingelheim Pharmaceuticals, Inc. (BI) is updating its 340B Program 
contract pharmacy policies that went into effect on August 1, 2021 (Primary Care), December 1, 2021 (OFEV), and 
September 1, 2022 (CH/CHC covered entity type), respectively.  Please review this information carefully, as you 
will be required to take action even if you have previously designated a single contract pharmacy and do not 
believe that your existing contract pharmacy designation is changing.   

 

Effective August 1, 2023, BI will implement the changes described below to its 340B Program contract 
pharmacy policy for all covered entity types. This update to our contract pharmacy policy includes BI’s entire primary 
care portfolio and its specialty product OFEV. OFEV is subject to a limited distribution network that includes several 
specialty pharmacies approved by BI to purchase and dispense OFEV, and a number of in-house pharmacies that are 
capable of dispensing specialty care products.  

 

First, covered entities that are non-CH/CHC covered entity type Federal grantees are no longer exempt from 
BI’s 340B Program contract pharmacy policy.  As a result, except as provided below, BI will no longer provide drugs at 
the 340B price on shipments of BI products to contract pharmacies, regardless of covered entity type.  

 

Second, BI is revising the exceptions to its contract pharmacy policy to eliminate the exception for shipments 
to pharmacies that are wholly owned by a covered entity, and to require that any contract pharmacy permissible under 
BI’s policy (except for those dispensing OFEV, as noted below) meet geographic proximity standards relative to the 
covered entity.  To ensure that all 340B covered entity types and their patients continue to have access to life-enhancing 
products purchased at the 340B price, BI will voluntarily apply the following general exceptions to its approach: 

 

•  Any covered entity that does not have an in-house pharmacy capable of dispensing primary care 340B 
purchased products to its patients may designate a single contract pharmacy location to receive and 
dispense products purchased at the 340B price. The designated contract pharmacy must be registered on 
the HRSA OPAIS database as a contract pharmacy, located within a forty (40) mile radius of the covered 
entity parent site, and cannot be a central fill pharmacy. Contract pharmacies that are wholly owned by a 
340B covered entity or are under common ownership with a 340B health system will no longer be separately 
eligible to receive “Bill To / Ship To” replenishment orders of 340B priced products.  A wholly owned 
pharmacy may instead be designated as the single contract pharmacy location to dispense primary care 
brands provided it meets the contract pharmacy requirements as registered on the HRSA OPAIS database 
as a contract pharmacy, is located within forty (40) miles of the covered entity parent site and is not a central 
fill pharmacy.   
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•  Any covered entity that does not have an in-house pharmacy capable of dispensing specialty products 
may also designate one (1) specialty pharmacy from within BI’s limited distribution network for the sole 
purpose of dispensing OFEV at the 340B price to its patients. Contract pharmacies that are wholly owned 
by a 340B covered entity or are under common ownership with a 340B health system will no longer be 
separately eligible to receive “Bill To / Ship To” replenishment orders of 340B priced products.  A wholly 
owned pharmacy may instead be designated as a single contract pharmacy location to dispense OFEV 
provided it meets the contract pharmacy requirements as registered on the HRSA OPAIS database as a 
contract pharmacy and is not a central fill pharmacy.  If you have any questions regarding designation of a 
wholly owned contract pharmacy, please reach out to support@340besp.com.   

 

BI is utilizing the 340B ESP™ platform to support the contract pharmacy designation process. 340B covered 
entities that do not have an in-house pharmacy and have not already registered an account with 340B ESP™ can make 
their designations by visiting www.340besp.com/designations.  Users that have registered an account with 340B ESP™ 
can designate a single contract pharmacy by navigating to the Entity Profile tab. If you have questions regarding the 
change in our 340B distribution model, please contact us at support@340besp.com. 

 

BI is not requiring the submission of limited 340B claims data for claims originating from contract pharmacies. 
Covered entities may voluntarily provide claims data for their designated contract pharmacy through 340B ESP™.  

 

Covered entities must take action by July 14, 2023, in order for the single contract pharmacy location 
designation to take effect on the effective date of this policy.  Covered entities that have already designated a 
single contract pharmacy on 340B ESP™, based on BI’s previous 340B Program contract pharmacy policy, are 
required to re-designate a single contract pharmacy on the platform. 

 

In support of a smooth transition to BI’s updated 340B Program contract pharmacy policy, 340B covered entities 
should work with their contract pharmacy administrators and wholesalers/distributors to process any outstanding “Bill 
To / Ship To” replenishment orders in advance of the August 1, 2023, policy effective date. Subject to the general 
exceptions described above, PHS contracts administered by BI’s wholesalers/distributors will no longer support 
distribution of 340B priced drugs to 340B contract pharmacies after July 31, 2023. 

 
If you have any questions regarding BI’s updated 340B Program contract pharmacy policy, please reach out to 

support@340besp.com. 
 

 
  



 

 

Frequently Asked Questions  
 

Q: My covered entity has a contract pharmacy relationship with a pharmacy that is owned by our health 
system. Is this pharmacy subject to BI’s policy?  
 
A: Yes, contract pharmacies that are wholly owned by the covered entity are subject to BI’s policy.  A wholly owned 
pharmacy may be designated as the single contract pharmacy location provided it meets the contract pharmacy 
requirements as registered on the HRSA OPAIS database as a contract pharmacy, is located within a forty (40) mile 
radius of the covered entity parent site and is not a central fill pharmacy.  
 
Q: Are non-Consolidated Health Center Federal Grantees still exempt from BI’s policy?  
 
A: No, under BI’s policy, non-Consolidated Health Center Federal Grantees are no longer exempt from BI’s 340B 
contract pharmacy policy.  
 
Q: Will BI allow covered entities to submit claims data for an unlimited number of contract pharmacies?  
 
A: No, under BI’s policy, claims data is no longer an exception to permit use of an unlimited number of contract 
pharmacy locations. However, BI requests that covered entities voluntarily submit claims data. 
 
Q: Does the pharmacy’s location that I would like to designate as my single contract pharmacy designation 
need to be within a forty (40) mile radius of my covered entity’s parent location?  
 
A: Yes, under BI’s policy, with the exception of OFEV, the single contract pharmacy designation that a covered entity 
has chosen to distribute BI product must be within a forty (40) mile radius of the covered entity’s parent location. 
 
Q. My covered entity utilizes a central-fill pharmacy. Will the central-fill pharmacy be deemed an eligible 
contract pharmacy when it is utilized to acquire or distribute covered outpatient drugs to a 340B eligible 
contract pharmacy?  
 
A. No, under BI’s policy, centralized pharmacy replenishment facilities or “central-fill pharmacies” are not eligible as 
designated retail or specialty pharmacy locations. BI will only facilitate shipment or replenishment to the contract 
pharmacy for product dispensed directly by that contract pharmacy at their own physical location. 
 
Q: My covered entity has an in-house pharmacy that is capable of purchasing and dispensing BI products, 
but we do not use it to dispense BI products. Can my covered entity designate one contract pharmacy 
instead?  
 
A: No, under BI’s policy, if a covered entity has an in-house pharmacy capable of purchasing at the 340B price and 
dispensing, the entity must use that pharmacy and cannot designate a contract pharmacy instead.  
 
Q: My covered entity has an in-house pharmacy that is capable of dispensing BI’s primary care products but 
does not have the capability to dispense specialty products. Can my entity designate a contract pharmacy 
that is approved to purchase and dispense OFEV?  

 
A: Yes, under BI’s policy, a covered entity is eligible to designate a specialty pharmacy within BI’s limited distribution 
network for OFEV or a wholly owned contract pharmacy capable of dispensing OFEV, if its in-house pharmacy does 
not have the capability to dispense specialty products.  

 
Q: My covered entity has an in-house pharmacy that is capable of dispensing BI’s primary care and 
specialty products but does not use it to dispense BI products. Can my entity designate its preferred 
contract pharmacy to dispense BI’s primary care and specialty products instead of using its in-house 
pharmacy?  

 
A: No, under BI’s policy, if a covered entity has an in-house pharmacy capable of dispensing both primary care and 
specialty products, the entity must use that pharmacy and cannot designate a contract pharmacy. BI’s limited 
distribution network gives all covered entity-owned pharmacies the ability to purchase its specialty products at the 
340B price. So as long as the covered entity owned pharmacy can dispense OFEV, the entity is not eligible to make 
any contract pharmacy designations.  

 



 

 

Q: My covered entity has an in-house pharmacy that can dispense both primary care and specialty products 
but does not have the capability to dispense OFEV. Can my entity designate a contract pharmacy that is 
approved to dispense OFEV?  

 
A: Yes. Covered entities are eligible to make a contract pharmacy designation from within BI’s limited distribution 
network for OFEV only if their covered entity owned pharmacy is not approved to dispense OFEV or such covered 
entity owned pharmacy does not have the capability to dispense OFEV.  
 
Q: My covered entity does not have an in-house pharmacy and is eligible to designate a contract pharmacy 
to continue accessing BI products. My entity designated a contract pharmacy that can dispense both 
primary care and specialty products but cannot dispense OFEV. Can my entity designate another contract 
pharmacy that is approved to dispense OFEV?  

 
A: Yes. Covered entities are eligible to make a second contract pharmacy designation from within BI’s limited 
distribution network for OFEV only if their designated contract pharmacy is not approved to dispense OFEV or such 
designated contract pharmacy does not have the capability to dispense specialty products.  Such a designation is 
solely for the purpose of purchasing and dispensing OFEV at the 340B price.  
 
Q: How do I change my contract pharmacy designation?  
 
A: 340B covered entities can elect a single contract pharmacy every twelve (12) months. Changes to the single 
contract pharmacy designation can only be made by visiting www.340besp.com/designations. Users that have 
registered an account with 340B ESP™ can navigate to the Entity Profile tab to make their contract pharmacy 
designation.  
 
Q: How often can I change my contract pharmacy designation?  
 
A: Covered entities may change its contract pharmacy designation once every twelve (12) months (from the date of 
designation) or more often if the designated contract pharmacy relationship is terminated from the HRSA OPAIS 
database.  
 
Q: My 340B covered entity has contract pharmacy arrangements with multiple locations of the same 
pharmacy. Can I designate all locations of the same pharmacy?  
 
A: No. Similar to guidance provided by HRSA in 1996, BI’s policy allows 340B covered entities to designate only a 
single contract pharmacy location within 40 miles of the covered entity.  Contract pharmacy locations are registered 
individually on the HRSA database and 340B covered entities are permitted to designate only a single contract 
pharmacy location which corresponds to a single contract pharmacy registration with HRSA.  
   
Q: Is BI requiring covered entities to have a HIN registered for the contract pharmacy that they designate? 
 
A: Yes, a contract pharmacy must have a HIN assigned to it in order for a covered entity to designate it as its single 
contract pharmacy. This information is important for BI to manage its process with its wholesalers.  
 
Q: If the contract pharmacy I want to designate does not have a HIN, how do I get one? 
  
A: BI will not register a HIN on your behalf, however, if you need guidance or more information on how to get a HIN 
assigned to your contract pharmacy, please reach out to support@340besp.com. If you try to designate a contract 
pharmacy without a HIN in 340B ESP™, the system will notify you of this requirement and provide instructions for how 
to obtain a HIN.  
 
Q. How long does it take for my contract pharmacy designation to take effect if I make the designation after 
BI’s updated policy goes into effect on August 1, 2023? 
 
A: A covered entity can make contract pharmacy designations after BI’s updated policy goes into effect. That 
designation will take up to ten (10) business days to take effect in the wholesalers’ system.  
 
 
 



 

 

Q:  Does my covered entity need to recertify that they do not have in-house pharmacy? 
 
A:  Yes, covered entities that have designated a single contract pharmacy must recertify through 340B ESP™ that 
they do not have an in-house pharmacy. This process is completed on a yearly basis at the anniversary date of the 
single contract pharmacy designation. 
 
Q: My covered entity does not operate an in-house pharmacy and has previously designated a contract 
pharmacy that meets the requirements of the new policy. Do I need to re-register my existing contract 
pharmacy? 
 
A:  Yes, covered entities must re-register their contract pharmacies and recertify their eligibility.  
 
Q: Which products are subject to BI’s policy?  
 
A: BI’s policy applies to all NDCs attached in Exhibit A hereto. 
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