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Comparison of Public Comments to the OIG Non-rebate Safe Harbor Proposed Rule 
Draft as of April 29, 2019  
Compiled from comments posted to Regulations.gov through April 9, 2019 
 
Note: 42 C.F.R. §1001.952(h) is the current discount safe harbor, with proposed revisions to disallow rebates paid to PBMs. Proposed §1001.952(cc) is the new price concession 
at point of sale safe harbor. Proposed §1001.952 (dd) is the PBM service fees safe harbor. We shorthand these as (h), (cc), and (dd) in the support column when support is split.  
 
Category Organization Supports Medicaid Effective Date Alternative Notes 
Patient 
Group 

AARP No Silent Not 2020 None  

Patient 
group 

American 
Cancer 
Society 

Yes Urges caution but not 
exclusion 

Silent None offered  

Patient 
group 

Crohn’s & 
Colitis 
Foundation 

“Unable to 
support or 
oppose” 

Silent Silent None offered Without additional information on 
how plans would be able to account 
for the financial shifts (e.g. more step 
therapy, prior auth), C&CF is 
concerned that the rule would do 
more harm than good  

Patient 
Group 

Cystic 
Fibrosis 
Foundation 

No Exclude Silent None offered CF patients are on expensive drugs 
without competition, unlikely to 
benefit 

Patient 
group 

JDRF Yes Specifically include  Silent None offered HHS should work with Congress to 
expand to commercial plans  

Patient 
group 

Leukemia & 
Lymphoma 
Society 

Yes Silent 2021 if not a demo  Rule should instead be implemented as a 
demo for 2020 

 

Patient 
group 

Medicare 
Rights Center 

Oppose (h) 
and (cc), 
supports (dd)  

Silent Silent None offered Requests also more oversight of Part 
D and MA plans by CMS 

Patient 
group 

National 
Health Law 
Program 

Silent on Part 
D 

Exclude Silent None offered  
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Category Organization Supports Medicaid Effective Date Alternative Notes 
Patient 
group 

NORD No Silent Silent None offered “NORD is committed to working with 
HHS on this analysis but cautions 
against adoption of this rule until the 
consequences and benefits are 
better understood.”  

Patient 
group 

NPAF Conditional 
upon 
additional 
patient 
protections 

Exclude Silent None offered Specifically notes changes for 
Medicare Plan Finder and greater 
CMS oversight of utilization 
management tools used by plans  

PBM / 
Plan 

L.A. Care 
Plan 

No Silent Silent 1. Mandate that all DIR be passed through 
to the health plan, not retained by PBMs.  

2. Allow the plan the flexibility to use rebate 
and discount dollars in a way that is most 
competitive to attract customers (lower 
premiums or discounts at point of sale). 

3. Eliminate PBM spread pricing. 

 

PBM / 
Plan 

UnitedHealth 
Group 

No Exclude 2020 is possible 
with sufficient 
guidance 

Must allow for PBMs to administer point-of-
sale price concessions  

 

PBM/ 
Plan 

ACHP No Silent 2020 is not feasible None offered They argue for fixed fee PBMs and 
oppose rebates at POS 
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Category Organization Supports Medicaid Effective Date Alternative Notes 
PBM/ 
Plan 

AHIP No Exclude  2020 is unworkable, 
no earlier than 2022 

AHIP offers a five-part regulatory and 
statutory plan. Pasting only the titles, not 
details:  
1. Ensure effective private-sector 

negotiation.  
2. Eliminate legal barriers to 

implementation.  
3. Restrain drug costs during the transition 

with new mechanisms. 
4. Provide a meaningful transition period 

(2022). 
5. Address the root cause of high drug 

prices – the fundamental lack of market 
competition and gaming of the system by 
drug makers that are blocking patient 
and consumer choice.  

 

PBM/ 
Plan 

Anthem No Exclude 2020 is not practical  • Revised safe harbors to disallow rebates 
that are a percentage of list price  

• Use CMS rulemaking authority to create 
rebates at POS (rather than a safe 
harbor change)  

• New safe harbor for VBAs  

 

PBM/ 
Plan 

BCBSA  No Exclude 2021 at earliest None offered Other changes include making any 
change to rebates through CMS 
rules not OIG, protecting VBAs, and 
implementing a price index program  

PBM/ 
Plan 

Better 
Medicare 
Alliance 

No Silent Silent None offered  

PBM/ 
Plan 

CalPERS No Silent March 31, 2020 for 
new safe harbors 
and January 1, 2021 
for revised current 
safe harbor 

If proceeding, exempt public employer plans Has the same misread of application 
of price concessions toward cost-
sharing, not toward price paid by 
pharmacy  
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Category Organization Supports Medicaid Effective Date Alternative Notes 
PBM/ 
Plan 

Centene No Exclude 2020 is challenging Comprehensive approach rather than 
singling out one area of misaligned 
incentives 

 

PBM/ 
Plan 

CVS Health No Exclude 2022 • Require that Part D plans provide a point 
of sale (POS) rebate plan as one of their 
plan offerings.  This could be done as a 
second or third plan option.   

• Allow plans to offer POS rebates under 
current pharmacy and manufacturer 
contracts, without the need for a 
separate pharmacy chargeback. 

Also calls for an exclusion of EGWPs 

PBM/ 
Plan 

Cigna No Exclude 2020 would need to 
be a transition year 

None offered  

PBM/ 
Plan 

Humana No Silent Silent None offered Offers HHS a series of “must haves” 
from CMS in order for any new 
system to be implemented  

PBM/ 
Plan 

Kaiser 
Permanente 

No Exclude  2022 • Apply a “substantial portion” of price 
concessions at POS the following plan 
year, not on a drug specific basis  

• Protect payer-owned pharmacies  

• Costs to stakeholders are much 
higher than HHS estimates 

• Forcefully argues against HHS 
formulary rebates footnote  

PBM/ 
Plan 

Magellan No Exclude 2020 is unworkable; 
2022 is realistic 

Magellan offers an 18-point plan of regulatory 
and legislative changes 

 

PBM/ 
Plan 

MedImpact No Rule offers no benefit 
to Medicaid enrollees 

For 2020, significant 
guidance is needed 
in short order 

None offered  

PBM/ 
Plan 

MHPA Agnostic Exclude Must be delayed 
until a full analysis of 
Medicaid effects can 
be presented  

None offered  
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Category Organization Supports Medicaid Effective Date Alternative Notes 
PBM/ 
Plan 

Molina No Exclude (along with 
excluding D-SNPs) 

2021 at a minimum Create Conditions of Participation for 
manufacturers that (1) would limit price 
increases for existing drugs to a measure of 
healthcare cost inflation 
such as CPI-U Medical and (2) allow 
managed care companies the option to 
exclude new drugs from their formularies if 
their price is higher than existing 
therapeutically equivalent drugs. 

 

PBM/ 
Plan 

Prime 
Therapeutics 

No Exclude 2020 is impractical – 
delay needed  

None offered  
 

• HHS should designate PBMs to 
administer the chargeback  

• Calls for creation of a new safe 
harbor for VBAs  

PBM/ 
Plan 

SCAN Health 
Plan 

Yes with 
modifications 

Silent 2022 • Phase in change to safe harbors starting 
with specialty drugs  

• Need to include a mechanism that 
guarantees lower list prices  

 

PBM/ 
Plan 

WellCare In part – 
supports PBM 
fixed fees (dd) 
but not (h) or 
(cc)  

Exclude 2022 • 4th plan type with rebates at POS 
• Plan risk based contracts 
• Enhance VBA abilities  
• Broader PBM tools 
• Broad transparency on supply chain 
• Accelerate drug approvals  
• Bene out-of-pocket limits 

 

PBM/ 
Plan 

Navitus No Silent Silent None offered  Navitus is a “100% fully transparent 
PBM” 
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Category Organization Supports Medicaid Effective Date Alternative Notes 
Pharma Amgen Yes Include Supports None offered • Seeks confirmation that 

formulary placement is an 
acceptable reason for price 
concessions (contra footnote)  

• Requests that OIG clarify that 
GPO and personal services safe 
harbors cannot be used for 
rebate-like arrangements  

• New safe harbor for VBAs 
needed  

Pharma Alliance for 
Regenerative 
Medicine 

Yes Include Silent None offered • Main concern is VBAs and this 
rule would harm them 

• Do not expand beyond Part D 
and MCO until further evaluated  

Pharma BIO Yes Include but clarify 
that state 
supplemental 
rebates are protected 

Silent None offered • Interprets the reduction of cost-
sharing to mean the entire 
amount of the rebate goes to the 
beneficiary, not the price of the 
drug (we disagree) 

• Requests enforcement discretion 
as all parties seek to meet the 
requirements, on a prospective 
basis only, particularly in regard 
to the formulary placement 
rebates footnote  

Pharma  bluebird bio Yes Include, but explicitly 
protect state 
supplemental 
rebates 

Silent None offered Calls for separate safe harbor for 
VBAs  

Pharma Genentech Yes Silent Silent None offered Provides significant commentary on 
PBM service fees 
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Category Organization Supports Medicaid Effective Date Alternative Notes 
Pharma Gilead Yes Silent Silent None offered • Seeks assurances on continued 

use of formulary placement price 
concessions 

• Requests that HHS use this safe 
harbor framework to pass 
through 340B price concessions 
as well (apply the rule requiring 
they be reflected at POS to 
these statutory price 
concessions) 

Pharma Johnson & 
Johnson 

Yes Exclude Silent None offered  Seeks assurances on continued use 
of formulary placement price 
concessions  

Pharma  Novo Nordisk Yes on (h) 
and (cc), but 
concerns on 
(dd)  

With a delay 2020 Change rules to allow insulins to be classified 
as “preventive” and without cost-sharing 
during deductibles 

Lists concerns with fixed fees safe 
harbor  

Pharma Pfizer Yes Include Supports 2020 but 
requests 36 month 
phase-in  

None offered • Seeks to undo the formulary 
placement rebate footnote’s 
language   

• Seeks protection for VBAs  
• Seeks clarify on how price 

concessions are applied to low 
dollar copays (same misread as 
others)  

• Also apply to all federal health 
care programs (Part B, MA) and 
commercial plans through future 
rulemaking; broadest conception 
of “Part D sponsor” to include 
PACE 

Pharma PhRMA Yes Strongly supports 
inclusion 

2020 None offered  

Pharma Sanofi Yes Yes with a delayed 
effective date 

2020 for Part D only None offered  
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Category Organization Supports Medicaid Effective Date Alternative Notes 
Physician 
group 

American 
Medical 
Association 

Yes Include Supports None offered Requests that OIG make conforming 
changes to GPO safe harbor so that 
PBMs cannot operate under this 
instead, as is otherwise allowed per 
2003 guidance.  

Physician 
Group 

COA Highly 
supportive 

Silent Silent None offered Expand to commercial plans as well 

Physician 
Group 

Physicians 
Against Drug 
Shortages 

Yes Silent Silent None offered  Also repeal the GPO safe harbor 
Expand to commercial 

State Arizona 
Health Care 
Cost 
Containment 
System 

No Exclude Silent None offered Only letter that argues against (dd) 
flat fee safe harbor, stating it will give 
manufacturers an excuse to raise 
prices  

State Mass – 
MassHealth 

Silent Silent Silent Keep Phase Down State Contribution (aka 
state clawback) at current level for ten years  

 

State Minnesota Silent  Exclude If 2020, costs will be 
even greater, due to 
complexity and 
inability of states to 
shift in time 

None offered  

State NY Dept of 
Health 

No Exclude Silent None offered Raises SPAPs as supplemental 
insurers who are at risk, at state cost  

State Tennessee – 
TennCare 

Yes Interprets rule to 
exclude its plan type 
– PAHP 

Silent None offered  

Supply 
Chain 

AMCP No Exclude Not 2020 None offered  

Supply 
chain 

American 
Drug 
Utilization 
Review 
Society 
(ADURS) 

Silent Exclude 2020 is not feasible 
for MCO 
implementation 

None offered Points out that rebates for medical 
benefit drugs paid for by MCOs 
would also be implicated, despite 
Proposed Rule’s language about 
pertaining only to pharmacy 
transactions  
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Category Organization Supports Medicaid Effective Date Alternative Notes 
Supply 
chain 

American 
Pharmacists 
Association 
(APhA)  

Yes Silent Silent None offered Suggests that OIG include pharmacy 
price concessions in the new 
proposed regulatory language to 
ensure they are not retained by 
PBMs but passed through to patients 
as well  

Supply 
Chain 

American 
Society of 
Health 
System 
Pharmacists 
(ASHP)  

No Silent Silent Would support instead a safe harbor change 
to require rebates at point-of-sale (including 
pharmacy price concessions)  

Notes membership in and support of 
CSRxP’s comments  

Supply 
Chain 

Amerisource 
Bergen 

Yes Silent 2020 None offered  

Supply 
chain 

Healthcare 
Distribution 
Association 
(HDA) 

Yes Silent 2020 is aggressive 
but their members 
can do it with 
existing systems  

None offered Some regulatory revisions needed to 
preserve existing discounts they 
negotiate for downstream customers 
(pharmacies, hospitals) 
 
“We recommend that OIG amend the 
proposed definition of “chargeback” 
to state that such payments may be 
processed only by entities that do not 
control the Medicare Part D/Medicaid 
Managed Care Organization 
formularies.” 

Supply 
Chain 

Kalderos Yes Include They can implement 
for 2020 

None offered “In November 2018, Kalderos began 
developing enhancements to our 
existing solution to enable the 
facilitation of point of sale 
chargebacks for discounts.  This 
technology is perfectly situated to 
effectuate the point of sale discounts 
contemplated by the proposed rule.”  
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Category Organization Supports Medicaid Effective Date Alternative Notes 
Supply 
Chain 

McKesson Yes Silent 2020 None offered   

Supply 
chain 

Medical 
Device 
Manufacturers 
of America 
(MDMA)  

Yes Silent Silent None offered OIG should also make similar 
changes to GPO safe harbors  

Supply 
chain 

NACDS Yes Silent Silent None offered • Offers revised regulatory 
language for (h) and (cc) to 
protect pharmacy reimbursement 

• Also requests that HHS finalize 
the pharmacy price concessions 
proposed rule  

Supply 
Chain 

National 
Association of 
Specialty 
Pharmacies 

Yes Include 2020 but pilot 
testing of 
chargeback system 
needed before 
implementation 

None offered Should finalize pharmacy DIR 
proposed rule as well 

Supply 
chain 

NCPA Yes Silent Silent None offered Any final rule should protect 
eliminate pharmacy price 
concessions, protect pharmacy 
reimbursement, and make other 
assurances for small businesses  

Supply 
Chain 

NCPDP Agnostic Silent “Minimum of 10-12 
months from the 
date of the final rule” 
if not PBM rebates 
at POS  

None offered • Costs to stakeholders are 
“significantly under-stated” 

• Provides detailed comments on 
technical standards to allow for 
implementation 

Supply 
Chain 

Senior Care 
Pharmacy 
Coalition  

Agnostic; 
effects on 
LTC not well 
quantified 

Silent 2020 is too soon  Instead change safe harbors to not protect 
pharmacy DIR that is not directly based upon 
endorsed quality metrics  

SCPC is a trade association for 
independent LTC pharmacies 
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Category Organization Supports Medicaid Effective Date Alternative Notes 
Think 
Tank 

American 
Academy of 
Actuaries 

Silent Silent 2020 is too soon – 
takes two years from 
final rule to fully 
implement 

None offered  

Think 
Tank 

Center for 
Budget and 
Policy 
Priorities 

Yes Exclude For Medicaid, 2020 
means states are 
unlikely to make any 
changes, and face 
increased costs 

None offered  

Think 
Tank 

CSRxP No Silent Silent None offered  

Think 
Tank 

Families USA Yes Exclude Silent None offered HHS should implement strict 
oversight over plans and 
manufacturers to ensure that prices 
are in fact reduced for consumers 
and that rebates accrue to them 

Think 
Tank 

ICER Silent Silent Silent Describes rebate pass-through, rebates at 
POS, and upfront discounts with pros and 
cons 

 

Think 
Tank 

MACPAC Silent Exclude or mitigate 
effects 

Silent None offered  

Think 
Tank 

MedPAC No Silent Silent Change reinsurance to align plan and 
taxpayer incentives 
Manufacturer Coverage Gap Discount could 
be moved to the catastrophic phase to 
specifically help enrollees with high costs  

 

Think 
Tank 

NAMD No Exclude If proceeding, 2021 None offered Costs to states are understated 

Think 
Tank 

US Chamber 
of Commerce  

No Silent Silent If finalized, exclude EGWPs and specifically 
stay out of commercial plans  

Specifically points out that its 
members offer EGWPs that shouldn’t 
be affected by these changes  

  


