





























Congress believed that certain knowing violations of the PDMA presented a sufficient
public health risk to warrant a statutory maximum sentence of ten years in prison. 21 U.S.C. §
333(b)(1). In contrast, most other felony violations of the Federal Food, Drug, and Cosmetic Act
are subject to a maximum sentence of three years in prison and require proof that the offender
acted with intent to defraud or mislead. 21 U.S.C. § 333(a)(2). Despite these differences, the
existing sentencing guidelines do not distinguish between these PDMA offenses and other FDCA
violations.

FDA believes that the existing guidelines do not provide for adequate sentences for most
PDMA violations. In fact, in FDA’s experience, prosecutors often are reluctant to charge PDMA
violations due to inadequacies and uncertainties in the existing guidelines. As a result, many
PDMA violations investigated by FDA’s Office of Criminal Investigations are not prosecuted;
criminal charges are sometimes pursued only if FDA is able to demonstrate a violation of other
criminal statutes.

One problem with the existing guidelines is the requirement that the government prove
that the offense involved fraud in order to obtain an enhancement above the base offense level of
6 provided for in § 2N2.1. In many cases, offenders knowingly violate the PDMA without
committing clearly demonstrable fraud and courts, therefore, may not apply the cross-reference
to § 2B1.1. For example, when an unlicensed wholesale distributor sells diverted prescription
drugs to another wholesale distributor, the recipient wholesaler often is aware that the wholesaler
from whom he purchased the drugs is not licensed and that the drugs may have come from an
illicit source. The unlicensed wholesale distributor has committed a knowing violation of the
PDMA, but the court may not find that the offense involved fraud if the defendant has not
misrepresented his licensing status or the source of the drugs to the purchaser and has not taken
affirmative steps to conceal his conduct from FDA, state licensing authorities, or consumers.
Thus, courts may not apply the cross-reference to § 2B1.1, even though the offense presents a
potentially serious public health risk.

Even if a particular PDMA offense involves clearly provable fraud and the cross-
reference to § 2B1.1 applies, the calculation of "loss" under 2B1.1 is problematic in most PDMA
cases. Under § 2B1.1, "loss" means "pecuniary harm that resulted from the offense." USSG §
2B1.1 cmt. (3)(A). This definition ignores the non-economic public-health harm that is the
primary focus of PDMA violations: the high risk that subpotent, adulterated, or counterfeit
prescription drugs will enter the supply chain. For example, a defendant who violates the PDMA
by engaging in unlicensed wholesale distribution of prescription drugs may sell genuine product
or product from an unknown source that has been stored in the trunk of a car or repackaged
under filthy conditions. Assuming that the offense involves fraud, the current guidelines do not
provide clear guidance on whether the risk that the distributed drugs are substandard results in a
loss under 2B1.1 and, if so, how that loss should be calculated.®

¥ While many diverted drugs may be subpotent or otherwise contaminated as a result of the conditions in which they
are manufactured, stored, or repackaged, it is often difficult for the government to prove that a particular drug is -
substandard. In many cases, either there is no reliable testing method to determine whether a particular drug has
been compromised, or the drugs have already been distributed and are not available for testing.



B. Recommendations

This lack of clarity in the existing guidelines undermines FDA's ability to protect the
nation's prescription drug supply by creating uncertainty for prosecutors who are considering
whether to pursue PDMA violations. FDA supports any amendment scheme that would address
these uncertainties and improve FDA's ability to use the criminal provisions of the PDMA to
ensure the safety of the prescriptions drugs distributed to American consumers. Two possible
solutions are discussed below.

One possible solution would be to amend § 2N2.1 to increase the base offense level for
PDMA violations and include enhancements for specific conduct that increases culpability. If
the Commission decides to amend § 2N2.1 to address PDMA offenses, FDA believes that a
higher base offense level and certain specific offense characteristics would be necessary to
ensure adequate offense levels for PDMA offenders. FDA suggests that § 2N2.1 be amended to
provide a base offense level of 12 for PDMA violations subject to enhanced penalties under 21
U.S.C. § 333(b)(1). Proposed amendment language along these lines was included as an
attachment to FDA's earlier written testimony. A base offense level of 12 would be appropriate
because Congress has assigned a ten year statutory maximum to these offenses and because the
only PDMA offenses addressed by this proposed amendment require knowing conduct that
undermines the closed prescription drug distribution system and the safety and effectiveness of
prescription drugs. We also note that a base offense level of 12 for these knowing PDMA
violations would still permit defendants who accept responsibility, and who are not subject to the
enhancements suggested below, to reduce their offense level pursuant to § 3E1.1 in order to be
sentenced under Zone B and possibly avoid imprisonment.

The recommended specific offense characteristics mentioned above would be
enhancements based on inadequate storage or handling of prescription drugs; the distribution of
unapproved, previously dispensed, expired, or counterfeit drugs; the failure to maintain records;
and the distribution of significant quantities of drugs. The enhancements correspond with
motivating concerns that Congress addressed when it enacted the PDMA.

For example, Congress expressed concerns about the dangers associated with inadequate
storage of prescription drugs. Furthermore, a great deal of the potential public health harm
resulting from PDMA offenses derives from improperly stored drugs. Such diverted drugs risk
contamination, becoming subpotent due to exposure to improper temperatures and/or light
conditions, and failing to function effectively when purchased and used by unsuspecting
consumers. The PDMA is aimed at preventing drug diversion precisely because of the risk that
diversion will introduce subpotent or adulterated drugs into the distribution system. A
significant enhancement is warranted when that risk is heightened by individuals holding
prescription drugs under improper storage conditions.

Congress was also concerned with the distribution of substandard, expired, or counterfeit
drugs to American consumers. Defendants who introduce such drugs into the prescription drug
distribution system create a heightened health risk above and beyond defendants who distribute
otherwise legitimate, FD A-approved, drug products in violation of the PDMA. Therefore, FDA



believes that an-enhancement for the distribution of unapproved, expired, previously dispensed,
or counterfeit drugs is appropriate.

In FDA's experience, the failure by a distributor to maintain distribution records is a
strong indicator of an illicit source, prevents FDA from disrupting illicit channels of distribution,
and inhibits FDA's ability to adequately investigate these offenses. Under the minimum
guidelines for state licensing of wholesale prescription drug distribution, enacted by FDA
pursuant to the PDMA, wholesale drug distributors must, under state licensing schemes,
maintain records of all transactions regarding the receipt and distribution of prescription drugs.
21 C.F.R. 205.50(f). Thus, this proposed enhancement would be applicable only when a
distributor violates both these minimum guidelines and knowingly violates the PDMA statutory
provisions.

The actual or intended quantity of drugs distributed is another valuable index of the
seriousness of the violation of the PDMA. Logically, the greater the quantity of drugs being
knowingly distributed by an illicit source in violation of the PDMA, the greater the public health
risk posed by that particular individual's illegal distribution. We suggest that the average retail
value of the drugs be used in this enhancement calculation because it relates directly to the
amount of drugs involved and the degree of public exposure to the harm posed by such drugs.

Under this proposal, a defendant in Criminal History Category I who knowingly
committed a PDMA offense subject to enhanced penalties under 21 U.S.C. § 333(b)(1) and who
received all of these proposed enhancements mentioned here would still only receive a resulting
offense level of 30 (e.g., base offense level 12 for knowingly distributing + 4 for inadequately
storing prescription drugs + 4 for distributing an illicit type of drugs + 2 for failure to maintain
records of distribution + 8 for distributing over $1,000,000 of prescription drugs), reducible to 27
following substantial assistance. This offense level, resulting in a 70-87 month range in the most
extreme case, is clearly appropriate for the ten year statutory maximum (120 months), allowing
more than adequate "head room" for upward movement as a result of criminal history or for
upward departures based on individual case factors not captured by these proposed guidelines.

Another possible solution would be to amend § 2N2.1 to provide a cross-reference to §
2B1.1 for knowing PDMA offenses subject to ten year maximum sentences under 21 U.S.C. §
333(b)(1) (without necessitating a showing of fraud) and to amend § 2B1.1 to clarify the
appropriate calculation of loss. Specifically, the Commission could amend § 2N2.1(b)(1) to
read: Ifthe offense involved fraud or involved a violation subject to 21 U.S.C. § 333(b)(1), apply
$ 2B1.1 (Theft, Property Destruction, and Fraud). This would ensure that § 2B1.1 would govern
the PDMA offenses subject to the higher statutory penalties.

To clarify the calculation of loss under § 2B1.1, Application Note 3(F)(v) to § 2B1.1
could be amended to add subsection (IV): goods sold in violation of a statutory or regulatory
requirement,. . . to ensure that no credit is given to the offenders for drugs sold in violation of
the PDMA. To clarify what value should be used to determine loss, the following concluding
sentence could be added to the application note: For offenses involving violations of 21 U.S.C. §
331(), loss shall include the average retail price of the drugs involved in the offense. In the
context of "loss," FDA feels the best representation is the retail price that would have been paid




for diverted drugs by the unknowing consumer whose health is placed at risk by the receipt of
contaminated or subpotent drugs.

These suggested solutions are by no means exclusive, and FDA is amenable to other
approaches that would address the concerns raised herein and more accurately reflect
Congressional intent. We believe that these or similar amendments would significantly increase
the effectiveness of the PDMA as a means to protect the public health, and would promote
fairness by providing for consistent sentences for like offenders.

. THE INADEQUACY OF EXISTING GUIDELINES FOR FDCA OFFENSES

The Commission has also proposed two specific amendments to the existing guidelines
that relate to FDCA offenses and called for comment related to whether § 2N2.1 adequately
addresses the numerous statutes currently referenced to that guideline. FDA supports both
proposed amendments and welcomes the opportunity to address what we believe are some of the
particular inadequacies of § 2N2.1.

A. Proposed Upward Departure Provision For Substantial Risk Of Injury Or Death

FDA supports the Commission's proposal to add a comment to § 2N2.1 recommending
an upward departure if an offense "created a substantial risk of bodily injury or death.” For
FDA, "the public health" is not an abstract concept but translates all too readily into precisely the
risks of bodily injury and death identified here. FDA's Office of Criminal Investigations
typically focuses on defendants whose conduct poses a demonstrable risk to the public health and
hence creates a substantial risk of injury or death to individual members of the public. Asa
result, many cases presented for criminal prosecution by FDA involve a substantial risk of bodily
injury or death.

By way of example, in 2006 a federal district court sentenced two defendants for the
illicit manufacture and distribution of dextromethorphan (DXM) that had resulted in the deaths
of at least five individuals known to have bought these drugs from defendants. Although the top
of the guidelines range was 61 months, United States District Judge John Tinder sentenced the
defendants to 77 consecutive months based largely on the public health harm that occurred. See
United States v. Johnson, 471 F.3d 764, 765 (7th Cir. 2006). One defendant appealed the
sentence, but Judge Posner, writing for the Seventh Circuit, agreed that the trial court's upward
departure from the Guidelines range was appropriate given the defendant's disregard for the risk
of harm his actions created for members of the public. Id.

After United States v. Booker, 543 U.S. 220 (2005), such an upward departure is not
likely to be overruled by an appellate court on legal grounds. However, as Suzanne Ferreira
confirmed in her recent testimony before the Commission on behalf of the Probation Office, it is
also true that such upward departures are more likely to occur in the presence of a comment from
the Commission recommending them under specific circumstances. In short, even though
upward departures are always possible under the current guidelines where a significant risk of
injury or death is present, FDA feels that the Commission's proposed comment explicitly
recommending such a departure will encourage judges to depart upward in appropriate




circumstances, as Judge Tinder did in Johnson, where a significant risk to the public health is
present.

While an upward departure is preferable to the current guidelines structure, it is also
important to recall that violations involving the risk of harm to the public represent the
- cornerstone of FDA's criminal enforcement actions under the FDCA. As such, we believe that a
specific offense characteristic may be a more appropriate way to address the need to sentence
defendants who inflict such a risk on the public because, unfortunately, this risk is present in a
significant number of FDCA criminal cases. Because a risk of harm is present and demonstrable
in many FDCA violations, particularly those for which FDA seeks criminal prosecution, we
believe that a specific offense characteristic would be a more appropriate and consistent vehicle
to guide sentencing in this class of cases on an ongoing basis. Despite our belief that a specific
offense characteristic would be useful in this area, the recognition through the proposed
comment that the risk of harm warrants an upward departure would be a very positive step
toward more appropriate sentencing.

B. Proposed Specific Offense Characteristic For Second-Offense Violations

The Commission has also proposed adding a specific offense characteristic that would
enhance the offense level of defendants with previous convictions under the FDCA. The
Commission requests comments on the amount of the enhancement, providing a range of
between two and seven levels. FDA supports the addition of this specific offense characteristic
and believes that a seven (7) level enhancement for offenders with a prior FDCA convictions is
appropriate.

FDA agrees with the Commission's suggestion that second time violators of the FDCA
warrant a specific enhancement. Not only do these violators have a heightened level of
knowledge with respect to the FDCA that should allow them to avoid reoffending should they
choose to do so, but Congress expressly authorized a more severe punishment for violators of the
FDCA who had already sustained a previous conviction. Compare 21 U.S.C. 333(a)(1) to
333(a)(2) (authorizing a three year statutory maximum rather than a one year maximum for the
offense if the defendant has been previously convicted for an FDCA violation). As a result, we
believe that the Commission's proposed enhancement is consistent with Congress's explicit
recognition of the need for higher sentences for this group of violators and with the heightened
need to deter such repeat offenders.

Because the proposed enhancement would only apply to individuals who had already
been convicted of an offense under the FDCA, FDA believes that a seven (7) level enhancement
is appropriate. Repeat offenders cannot reasonably claim ignorance of the legal requirements of
the FDCA and demonstrate, by their recidivism, a disregard of their responsibility to ensure that
the products that they distribute to American consumers are safe, uncontaminated, and otherwise
compliant with the FDCA. Where a first time FDCA offender may claim a lack of awareness
and violate without full knowledge of the illegality of his conduct, second offenders have
received a significant warning by way of their prior criminal conviction and demonstrate that the
prior punishment was not an adequate deterrent. Repeat offenders not only place the public




health at risk by again Violéting the FDCA but also do so with a much greater understanding of
what constitutes violative conduct and its potential public health consequences.

As aresult, this class of violators may be among the most culpable of FDCA offenders --
placing the public health at risk for a second time despite having already been warned by way of
a criminal conviction of an FDCA offense. As discussed above, Congress has recognized the
need to punish repeat offenders significantly more severely by providing harsher statutory
penalties for repeat violators. In addition, the United States Supreme Court has recognized the
appropriateness of punishment for individuals "who voluntarily assume positions of authority in
business enterprises whose services and products affect the health and well-being of the public
that supports them" because the consuming public is "wholly helpless" to ensure the safety of
these products themselves. United States v. Park, 421 U.S. 658, 672 (1975) and United States v.
Dotterweich, 320 U.S. 277, 285 (1943). Therefore, FDA believes it is appropriate for the
Commission to apply a seven (7) level enhancement to this end to ensure that offenders who
twice show disregard for the public health by violating the FDCA face prison time.

C. Inadequacy of Sec_tion 2N2.1 For FDCA Violations

As mentioned earlier in this section, the Commission has requested comment regarding
whether the existing guideline at § 2N2.1 (with its cross-reference to § 2B1.1) is adequate to
address the numerous statutes currently referenced to that guideline.” As the Commission is
aware, seventy two (72) separate statutory provisions are currently sentenced under § 2N2.1, and
the breadth of substantive violations that § 2N2.1 currently addresses is extremely varied. There
are more than 30 separate prohibited acts under the FDCA, each of which individually
encompasses a large range of conduct. For example, one provision of 21 U.S.C. § 331 prohibits
the introduction of a misbranded or adulterated food, drug, device, or cosmetic into interstate
commerce. Because "misbranded" and "adulterated" are statutorily defined terms as well, this
single prohibited act covers conduct that ranges from failure to include a drug's expiration date
on the labeling of a product shipped interstate to the interstate shipment of a food containing a
lethal chemical left in the product following improper manufacturing.

Violations of the FDCA range widely, from instances of application fraud directed at
FDA's regulatory process of drug and device approval to the dispensing of a prescription drug
without a valid prescription, from counterfeiting of drugs to the failure of clinical investigators to
maintain accurate case records. Each of these divergent violations of the law, despite their
varying degrees of implications for the public health, is currently sentenced under § 2N2.1.
While we recognize the magnitude and complexity of reforming § 2N2.1 in order to sentence
such a broad range of conduct more appropriately, FDA believes that the current guidelines are
inadequate to address the wide variety of FDCA offenses and their significantly varylng
implications for the public health.

® In general, any violation of the FDCA is a misdemeanor punishable without any showing of criminal intent by a
maximum prison term of one year. 21 U.S.C. § 333(a)(1). A violation of the FDCA that is committed with the
intent to defraud or mislead either consumers or a government agency, or that is a second conviction under the
FDCA, is a felony with a maximum prison term of three years. 21 U.S.C. § 333(a)(2). Both of these violations are
sentenced under § 2N2.1.



The current guidelines treat FDCA misdemeanor violations as relatively minor regulatory
offenses with a base offense level of 6, with no enhancements for specific offense characteristics.
The problem with the low base offense level is compounded by the lack of enhancements for
specific offense characteristics under § 2N2.1. Misdemeanor violations of the FDCA encompass
a wide range of conduct, from strict liability record-keeping offenses to the willful distribution of
dangerous products that could seriously injure or kill consumers. For example, FDA
investigates the distribution of drugs, biologics, and medical devices that have not been approved
by FDA. In the most egregious cases, these offenses involve the sale of unproven, potentially
dangerous drugs to seriously ill patients who may forego FDA-approved treatments. Other cases
involve the dispensing of prescription drugs without a valid prescription, which presents a health
risk to consumers who may not be aware of potentially dangerous drug effects and interactions
and may forego diagnosis by a licensed physician. Although these offenses may lack fraudulent
conduct, they can inflict serious harm on large numbers of people.

FDA believes that Section 2N2.1 is inadequate to address the wide ranging degrees of
culpability that may occur in FDCA misdemeanors. Despite the lack of fraud, the conduct
addressed in these situations fully warrants prosecutorial attention and meaningful redress by the
courts. FDA-regulated products are vital to society, and consumers expect and assume that the
products will be safe, pure, and effective. The current guidelines should be amended to provide
for stiffer sentences for misdemeanor offenses that, while not involving fraud, involve a
cognizable risk to the public health or knowing, intentional, or willful conduct.

While felony violations of the FDCA are cross-referenced to § 2B1.1, this cross reference
does little to address the seriousness of felony conduct in several categories of cases where the
focus of the fraudulent activity does not generate significant or demonstrable monetary loss to
identifiable victims. Although the application of the fraud guideline to felonies under § 2B1.1
may provide appropriate punishment when the offense involves significant pecuniary loss, this
cross reference to § 2N2.1 does not address the underlying public health purposes of the FDCA
and does not provide for an appropriate range of sentences for those offenses that do not involve
pecuniary loss commensurate with their public health harm.

Therefore, beyond the proposed additions to § 2N2.1 provided in the Commission's call
for comment, we also recommend that the Commission consider addressing two other areas
where the existing guidelines are inadequate. Amendments to address the two issues described
below would go a long way toward alleviating significant inadequacies in the current guidelines,
although we recognize that the complexity of sentencing the breadth of FDA and other offenses
under §2N2.1 will remain an issue. Nonetheless, we feel that the areas identified below warrant
particular and prompt attention.

1. Calculations of "Loss" for Adulterated or Misbranded broducts

Most FDCA offenses involve FDA-regulated products that are adulterated or misbranded.
A product may be adulterated or misbranded for numerous reasons set forth in the FDCA. For
example, a drug or medical device is adulterated if, inter alia, it is not manufactured in
conformance with good manufacturing practice or if it is prepared or held under insanitary
conditions whereby it may have been contaminated with filth or rendered injurious to health.



See 21 U.S.C. § 351. A drug or medical device is misbranded if, inter alia, its labeling is false or
misleading in any particular or if its labeling fails to bear adequate directions for use. See 21
U.S.C. § 352. Misbranded or adulterated products may not lawfully be introduced into or
received in interstate commerce and are subject to seizure and destruction under 21 U.S.C. § 334,
The existing guidelines, however, do not directly address whether misbranded or adulterated
FDA-regulated products can nevertheless be viewed as having value when loss is calculated
under § 2B1.1.

We suggest revising the Application Notes to § 2B1.1 to provide that, for the purposes of
calculating loss for offenses involving FDA-regulated products that are adulterated or
misbranded within the meaning of the FDCA, loss includes the amount paid for the product, with
no credit provided for the claimed value of the product. This would be consistent with current
Application Note 3(F)(v), which provides that, in cases involving products that require but lack
regulatory approval by a government agency, the loss includes the full amount paid for the
product with no credit for the value of the product.'® This amendment would also be consistent
with the approach taken by the court in United States v. Gonzalez-Alvarez, 277 F.3d 73, 77-80
(1st Cir. 2002), which held that adulterated milk that cannot lawfully be sold has a value of zero
for the purposes of calculating loss under the guidelines. Moreover, because there may remain
some uncertainty between federal courts as to how to calculate loss for adulterated or misbranded
products,” a comment from the Sentencing Commission would help to alleviate any existing
confusion. We believe that including an application note that clarifies that, for sentencing
purposes, misbranded or adulterated FDA-regulated products have no value would promote
consistent application of the guidelines and would help ensure that the sellers of these illegal and
often dangerous products receive adequate punishment.

2. Non-Monetary Fraud On The Public Health

Certain FDCA offenses do not necessarily involve any pecuniary loss but significantly
undermine FDA's mission and thereby jeopardize the health and safety of the American public.
The existing guidelines do not, in FDA's view, adequately address these offenses. For example,
fraud related to a clinical trial, such as incomplete and false recordkeeping or using inappropriate
patient populations to study a drug, does not necessarily involve any significant pecuniary loss
but severely undermines the reliability of FDA's drug and device approval process and thereby
jeopardizes the health and safety of the American public. Several other felony offenses involve a
similar fraud on FDA's regulatory process, such as the failure to report adverse drug events and

10 While the current Application Note addresses unapproved drugs, it does not address drugs that
are adulterated or misbranded.

1 The question of how to measure "loss" under § 2B1.1 for a misbranded or adulterated product
remains an unsettled issue. Although the recently added Application Note to 2B1.1 at 3(F)(v)
settles the issue for unapproved products, the question of appropriate loss evaluation remains an
unnecessary source of contention for misbranded and adulterated products. Compare, e.g.,
United States v. Marcus, 82 F.3d 606, 610 (4th Cir. 1996) (finding that whether a loss exists for
sentencing purposes hinges on whether a modification to a drug's formula was significant) with
United States v. Gonzalez-Alvarez, 277 F.3d 73, 77-80 (1st Cir. 2002) (holding adulterated milk
without value for the purposes of the loss calculation).




the failure to comply with medical device reporting requirements. This category of offenses
poses a significant risk to the public health by undermining the basis for FDA's approval and
regulatory decisions, but the harm they inflict is not readily monetized or understood as
pecuniary loss. As a result, the harm resulting from this category of cases is not effectively
captured by existing guidelines. Although fraudulent conduct is involved and § 2B1.1 is
applicable (through the § 2N2.1 cross-reference), no significant enhancement occurs because the
fraud does not result in a demonstrable pecuniary loss.

Because the currently available enhancements do not track the seriousness of this
category of conduct and its implication for the public health, amendments to capture that harm
are necessary in FDA's view. We are aware that other commentators have suggested establishing
a Working Group to discuss the specific means of implementing guidelines amendments to
address these inadequacies, and FDA welcomes the opportunity to participate in that process,
should the Commission believe it to be appropriate here.

IV. CONCLUSION

We greatly appreciate this opportunity to provide our comments regarding the
Commission's current proposals and commend the Commission members for their time and
attention to the guidelines governing criminal offenses enforced by FDA. As the Commission
has recognized by its inclusion of these issues in this year's amendment cycle, the effective

. sentencing of food and drug offenses affects all of us in numerous and important ways. FDA
looks forward to continuing to work with the Commission to provide any additional assistance
that would be useful.

Sincerely,

T M

William A. McConagha
Assistant Commissioner for Accountability



