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The Pew Charitable Trusts is an independent, non-profit research and public policy organization.
Pew’s drug spending research initiative seeks to understand the underlying drivers of rising drug costs
and identify policy options to better manage spending on these products in ways that help to ensure
that patients have access to needed treatments.
Pharmaceuticals account for 16.7 percent of health care expenditures, and drug costs continue to
increase faster than health care overall. With patients and taxpayers increasingly shouldering this
financial burden, lawmakers have introduced a wide range of policies to address rising pharmaceutical
costs.
One such proposal, the Creating and Restoring Equal Access to Equivalent Samples (CREATES) Act
of 2017,i would expedite legal review when generic developers sue innovator companies for
withholding access to product samples. Generic and biosimilar manufacturers report that they have
been unable to purchase samples of innovator drugs for their product development.ii Without access to
these drugs, generic developers cannot conduct the testing required for Food and Drug Administration
(FDA) approval. They can sue brand companies for violating antitrust law, but this type of litigation
can take years to conclude,iii and it can be difficult for generic developers to demonstrate that a brand
developer’s actions caused harm to either them or consumers. As a result, patient access to generic
drugs is delayed.
Risk Evaluation and Mitigation Strategies
Risk evaluation and mitigation strategies (REMS) are FDA-required management plans to help ensure
that the benefits of certain prescription drugs outweigh their risks.iv As of May 2017, there were 71
different REMS in place for currently marketed medications.v Many REMS simply require the
distribution of information to the patient, but 42 had elements to assure safe use (ETASU).vi For
example, an ETASU REMS may include a requirement that pharmacies, practitioners, or health care
settings dispensing a high-risk drug be specially certified to handle the product, which limits the
distribution of these drugs to qualified entities. According to FDA, “restrictions on distribution, either
required by innovators or as part of a REMS ETASU, can prevent generic companies from obtaining
drug products for bioequivalence and other testing to support ANDA submissions.”vii
While ETASU REMS are intended to reduce specific serious risks listed in the labeling of the drug,
generic developers may have difficulty acquiring samples of innovator drugs subject to these
requirements, as the statute contains no provision to explicitly require makers of these drugs to sell
product samples to generic developers.
In addition to the necessity for a generic manufacturer to obtain product samples for testing, a generic
version of a drug with an ETASU REMS requirement is subject to the same safeguards as the original
product. Innovator and generic developers of drugs with ETASU REMS are required to participate in a
single, shared REMS protocol, unless FDA waives the requirement.viii However, some generic

developers have raised concerns that innovator manufacturers make it difficult for them to participate
in a joint REMS protocol.ix Patient access to these products can be delayed if the brand and generic
manufacturers are unable to reach agreement on a shared REMS.
Creating and Restoring Equal Access to Equivalent Samples (CREATES) Act of 2017
The CREATES Act (HR.2212) would allow for expedited legal review when generic developers sue
innovator companies for withholding access to product samples. Instead of having to prove that an
innovator company has violated antitrust law, a generic developer would only need to demonstrate that
a manufacturer has not complied with the generic developer’s request to provide “sufficient quantities”
of a drug for testing on “commercially reasonable, market-based terms.” In the case of a product with
an ETASU REMS, the generic developer may not sue unless it has received authorization from FDA
to purchase product samples for testing. Authorization would be obtained after submitting a request to
the agency. For product testing that involves clinical trials, the generic developer would have to
submit testing protocols that provide safety protections comparable to the REMS of the innovator drug
as well as meet any other requirements established by FDA.
If a generic developer brings a suit against an innovator company and is successful, the court could
order the innovator company to sell samples of the requested drug to the generic developer; pay the
generic developer’s attorney fees and litigation costs; and pay the generic developer an additional
monetary amount to deter the innovator company from refusing to sell sample product to other generic
developers.
The CREATES Act would also allow a generic developer to establish its own ETASU REMS that uses
“a different, comparable aspect of the elements to assure safe use,” rather than participate in a single,
shared REMS with the innovator drug developer. However, FDA could require manufacturers to
participate in a single, shared REMS if it determines that “no different, comparable aspect of elements
to assure safe use could satisfy” the REMS safety requirements.
The Congressional Budget Office (CBO) estimates that the CREATES Act would generate $3.3
billion in federal savings over 10 years.x An analysis funded by the Association for Accessible
Medicines (AAM) concluded, based on a 2014 survey of generic manufacturers to identify instances
of restricted access, that there could potentially be $5.4 billion in annual savings, including $1.8
billion in savings for the federal government, if generic versions of REMS and non-REMS brand
drugs available only through limited distribution were to immediately come to market.xi A comparison
of these assumptions is not possible, because the CBO analyses are not public. A critical assumption
for producing any savings estimate is the amount of spending on drugs currently unavailable to
generic developers due to REMS restrictions and other kinds of limited distribution. However, a recent
analysis supported by AAM and based in part on a survey of its members found that drugs subject to
restricted access had total sales of $22.7 billion in 2016.xii
Additional Considerations
While current proposals would not seek to reduce safety precautions for REMS drugs, policymakers
may want to consider whether new approaches place unwarranted administrative and financial burdens
on FDA. For example, requiring the agency to play a central role in mediating negotiations between
manufacturers of innovator drugs and generic developers regarding the purchase of samples or the
development of shared REMS protocols would likely be time-consuming and resource-intensive.
Another consideration is the trade-off between current policy that requires a single, shared REMS
compared with allowing separate REMS protocols for brand and generic versions of a drug. In some

cases, separate REMS programs may require pharmacies and prescribers to spend additional time
enrolling in or training to participate in multiple REMS systems.xiii This approach may be less efficient
than mandating a single, shared REMS system.
Conclusion
It is important that generic developers comply with REMS standards. Negotiations on a shared REMS
are complex and require agreement on several topics, but the existence of a REMS program should not
be allowed to impede generic development. Policies that impose specific conditions, such as the price
at which a product sample must be sold, may constrain the ability of manufacturers to negotiate a
mutually beneficial agreement, resulting in further delays in settlement and generic approvals.
However, policies that improve generic developer access to brand products, streamline the
development of shared REMS protocols, and speed up the resolution of disputes between innovator
and generic developers have the potential to improve consumer access to generics.
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