
 
 
 
 
 
May 2, 2017 
 
René Mollow, Deputy Director 
Health Care Benefits and Eligibility 
Department of Health Care Services 
1501 Capitol Avenues, MS 0007 
P.O. Box 997413 
Sacramento, CA  95899-7413 
 
 
Re: California Health+ Advocates opposes the proposed state budget changes to the 340B program 
 
Dear Ms. Mollow: 
 
California Health+ Advocates (“Advocates”) is the advocacy affiliate of the California Primary Care 
Association, representing more than 1100 community clinic and health center sites, the vast majority 
of which are Federally Qualified Health Centers (“FQHCs”). Many of our members participate in the 
340B prescription Drug Discount Program (“340B”) in Medi-Cal managed care because benefits to the 
patients far outweigh the administrative complexities and legal risk. The policy change proposed by the 
Department of Health Care Services (“DHCS” or “department”) would have a devastating impact on the 
programs developed by FQHCs, ultimately resulting in a net loss to the State and to Medi-Cal patients. 
It is our position that the 340B proposal being forwarded is not consistent with the Congressional 
intent of the 340B program, is not clarification but a major policy shift with important implementation 
issues to address in advance, and lastly will not meet the objectives of savings to the department.  We 
request that the department rescind the proposal and engage stakeholders, including Advocates, to 
gain a deeper understanding of the program, learn the direct benefits to patients that result from 
health center participation in the program, and determine how to build the best system for the state to 
ensure program integrity and ensure the state is in full compliance when seeking duplicate discounts.  
 

340B Program in California Today 
Congress created 340B in 1992 with the intention of allowing eligible health care providers, including 
FQHCs, to purchase drugs at a substantial discount “to stretch scarce Federal resources as far as 
possible, reaching more eligible patients and providing more comprehensive services.”1 Eligible 
providers are known as “covered entities.” In California, the 340B Program has been highly successful, 

                                                           
1 House Energy and Commerce Report, H. Rep. No. 102-384, Pt. 2, at 12 (1992). 
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enabling providers like FQHCs, Critical Access Hospitals, and other safety-net providers with the ability 
to serve more patients with more comprehensive services and provide drugs at a lower cost. 340B is a 
program used in Medicare, commercial insurance, and in Medicaid.  
 
FQHCs have numerous requirements to meet and adhere to in order to maintain FQHC status. For 
example, they must serve an underserved population or area, provide comprehensive primary care 
services, provide referral to specialty care, and offer services regardless of ability to pay.  However, 
they are expressly not obligated to provide prescription drugs. Further they are prohibited from 
mandating where their patients fill their prescriptions.  Having an in house pharmacy or contracts with 
pharmacies is solely at the FQHCs discretion. Very few actually operate in house pharmacies because it 
is complicated and costly.  
 
The Medi-Cal benefit provides for drug coverage and access, but as the department well knows that 
responsibility lands on the managed care plan, not the provider. Having providers integrated into the 
prescription drug arrangement is to the betterment of beneficiaries in the Medi-Cal Program because 
they are the prescribers and the ones who know the other medical and behavioral circumstances of 
the patient, but it is not required.  The 340B program was created, in part, to create a value offering for 
critical providers, like FQHCs, to participate in the filling of the prescription drug for their patients to 
ensure that low-income patients, and vulnerable communities had access to affordable drugs.  Having 
FQHCs participate in the program is immensely valuable for patients because FQHCs, as is the nature of 
their model and delivery system, wrap the program into all the other services provided thereby 
ensuring deeper medication adherence, and in the end healthier patients.  
 
There are two basic models for how pharmacy is done at health centers– in house and contract.  
FQHCs that operate in house pharmacies do so because they can be better assured the patient is filling 
and leaving with the prescription, they can ensure bilingual and culturally competent medication 
adherence education, and the pharmacist can be integrated into the care team. However, many 
patients prefer to fill their prescriptions closer to home, at the local Walgreens for example. In this 
scenario, the FQHC contracts with the local pharmacy that provides the drugs for an agreed upon 
dispensing fee.  The FQHC purchases the drugs at 340b prices and a virtual inventory is maintained.  
The FQHC enjoys the bulk of the savings for the lower cost of drugs to reinvest in patient care and the 
patient gets drugs at a reduced and affordable cost.   The difference between the usual reimbursement 
for a medication and the 340B acquisition cost plus administrative costs results in substantial savings 
for more expensive medications, savings that the health center re-invests in the care it provides. 
 
The 340B program in Medi-Cal managed care is an incentive to providers to participate because they 
are able to retain some savings to cover the cost of participation in the program and bolster services.  
Today FQHCs use these savings to operate in house pharmacies, finance new urgent care and pediatric 
facilities, pay for patient navigators to support medication adherence, transportation to the health 
center, support residency programs, finance home visitation for prenatal patients, processes to reduce 
over-use of opioids, and at one innovative rural health center pilot Google Glass to connect providers 
and scribes.  Undoubtedly the savings from 340B in Medi-Cal Managed Care have gone to supporting 
the Medi-Cal beneficiaries and the Medi-Cal program writ large.  
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Major Policy Shift with Barriers to Implementation 
The change proposed in the Governor’s January budget- DHCS supplement- Medi-Cal managed care 
providers participating as covered entities in 340B may only charge and receive the actual acquisition 
cost plus the dispensing fee-  is not a mere clarification but rather a radical shift away from current 
policy.  
 
The actual acquisition cost plus a dispensing fee in 340B has, since 2009, been a rule in FFS Medi-Cal 
only.  This is substantiated by numerous state and federal documents that expressly state the 
methodology as being inapplicable to managed care.  This policy is evidenced in an FAQ posted on the 
Department's website, dated September 8, 2009. 2 Question 5 expressly notes that the policy is only for 
FFS:  

5. Q: Does this change apply to both Medi-Cal fee-for-service and Medi-Cal Managed Care?   

A: The requirement to dispense 340B program drugs applies to the Medi-Cal fee-for-service 

program and rebate-eligible County Organized Health System (COHS) plans. Reimbursement is 

based on the applicable contract rates with the individual plans.  [Emphasis added.] 

Further, it is not clear that the Department can mandate the billing process for 340B in managed care. 
Federal regulations generally prohibit a state from "directing" a managed care organization’s (MCOs) 
expenditures under its contract with the State.  Specifically, 42 C.F.R. § 438.6(c) clearly provides that as 
a general rule, “the State may not direct [an MCO’s] expenditures under the contract.”   The DHCS 
proposal directly contravenes this regulation by proscribing the amount MCOs must pay for 340B 
drugs. 
 
Lastly, although we have not heard DHCS express intention to submit to a State Plan Amendment (SPA) 
in connection with the proposed changes, we believe the magnitude of the change would require a 
SPA. The Medicaid Program requires states to amend their state plans when there is a significant 
program or policy change. Further, before implementation, the state is required to obtain approval 
from CMS for the change.3  
 
We note that in CMS’ approval of SPA 09-21B related to FFS 340B provisions on January 30, 2014, CMS 
placed great emphasis in the SPA approval on Section 30(A) of the Medicaid Act. Section 30(A) requires 
a state Medicaid agency to provide “payments… sufficient to enlist enough providers so that care and 
services are available under the plan at least to the extent that such care and services are available to 
the general population in the geographic area.”4  Achieving 30A compliance will be challenging with 
the Governor’s January budget proposal.  
 
Unintended Consequences 
If adopted the DHCS proposal will have a deep and measurable negative impact. It will not result in a 
pure savings to the State.  The Medi-Cal Program will experience higher costs elsewhere because 
                                                           
2 "Budget Act of 2009 Changes to Billing Requirements and Reimbursement," https://files.medi-
cal.ca.gov/pubsdoco/newsroom/newsroom_10802.asp.   
3 The Ninth Circuit has held “unambiguously” that the State is obligated to submit and obtain approval of a SPA before 
implementation.  (California Assn of Rural Health Clinics v. Douglas, 738 F.3d 1007, 1018 (9th Cir. 2013).) 
4§1902(a)(30)(A) of the Social Security Act, referenced in January 2014 CMS approval of California SPA 09-21B. 
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FQHCs will have to reduce comprehensive services to Medi-Cal beneficiaries, reduce staffing, and close 
pharmacies.  Combined these two consequences will ultimately result in the health of Medi-Cal 
beneficiaries suffering.   
 
One of the many unfortunate consequences of the proposal is that many health centers with in house 
pharmacies will be forced to close because the cost to run these programs is only possible through the 
savings received from participating in 340B with their Medi-Cal Managed Care plan. As mentioned 
previously, FQHCs with in house pharmacies are able to more directly and comprehensively wrap 
health care and enabling services around patients. Providers can be better assured the patient picks up 
the medication and has talked to a pharmacist that is integrated into the care team, and received the 
care in a culturally competent manner. All of these added benefits help to ultimately ensure 
medication adherence, thereby avoiding complications and hospitalization.   Other major losses will be 
reductions in hours of operation at FQHCs, staffing reductions, and overall less access to primary care. 
340B savings for medications paid by Medi-Cal Managed Care plans are used to enhance critical 
primary care access and services, both of which ultimately save the Medi-Cal Program money.  
 
Medi-Cal beneficiaries are the most severely impacted with less services and less support. It is even 
possible that the state will see an increase in costs because if health centers close pharmacies more 
Medi-Cal beneficiaries will not go to outside pharmacies to fill prescriptions leading to negative health 
consequences likely to drive them to higher cost settings of care like the ER or hospital inpatient stays. 
None of these consequences will advance the Medi-Cal Program.  
 

Next Steps 
We understand that the State can receive rebates on drugs that were not purchased at 340B prices. 
We also understand that there is a great liability to the State if rebates are claimed on drugs purchased 
at 340B prices, resulting in duplicate discounts.  It is in the interest of California- the Medi-Cal Program 
and Medi-Cal beneficiaries- that the state receive drug rebates and that communities receive the 
enhanced services made possible by 340B savings to covered entities.  
 
Advocates stands ready to create a system for the state that ensures program integrity- where all 340B 
drugs are appropriately coded and claimed, thereby creating an assurance for the state that there are 
no duplicate discounts.  Building this system together will help the state receive more rebates, and 
communities and patients will continue to receive the benefits from covered entities participating in 
340B.  
 
As we’ve outlined, the stakes are high.  This is not a simple “clarification,” but rather a radical change 
that could not only result in a worsening of prescription drug access in the Medi-Cal system, but 
ultimately higher costs to the state and sicker Medi-Cal beneficiaries.  
 
CPCA has always appreciated the ability to work with DHCS towards better public policy for the health 
care safety net. We thank you in advance for considering this urgent request to reconsider the 
proposal. With your leadership, we know California will continue to lead our nation in providing for the 
health of all our people.  If you have any questions, or would like to schedule a time to meet regarding 
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this critical matter, please feel free to contact Andie Patterson, Director of Government Affairs at 
andie@healthplusadvocates.org.  
 
 
Sincerely,  
Carmela Castellano-Garcia 
 

 
 
 
 
 
cc:  Jennifer Kent 
Mari Cantwell 
Harry Hendrix 
Lindy Harrington  
Ryan Witz 
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