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FDA Resurrects Park Doctrine in 
Enforcement of Pharmaceutical 
GMPs
Joanne S. eglovitch j.eglovitch@elsevier.com)

F DA is following through on earlier threats to dust off the 
long-dormant Park doctrine for holding chief executive 
officers of pharmaceutical companies personally ac-

countable for manufacturing problems.

There have already been two recent actions under the 
Park doctrine in the GMP area. In one case, former KV 
Pharmaceutical CEO Marc Hermelin recently pleaded guilty to 
two misdemeanor violations of the Food, Drug and Cosmetic 
Act for producing and distributing oversize morphine tablets.

And in another case, FDA last year referred its review of 
Johnson & Johnson’s manufacturing operations to the agen-
cy’s Office of Criminal Investigations for possible prosecu-
tion under the Park doctrine. At issue are the quality control 
lapses that led to extensive recalls of over the counter drugs 
in 2009.

Two recent guidelines – one issued by FDA and the other from 
the Department of Health and Human Services’ Office of the 
Inspector General – clarify and adopt the stance of tighter 
Park doctrine enforcement.

There is consensus among a number of legal observers that 
the threat of a Park doctrine lawsuit itself – and the real pos-
sibility of a CEO going to jail for FDC infractions — may be 
enough of a lever to encourage compliance. They see legal dif-
ficulties and possible court challenges with the Park doctrine 
itself because of what they view as its overly broad mandate.

Attorneys familiar with these cases also imparted some tips 
on how pharmaceutical manufacturers can avoid possible 
prosecution, and they predicted some potential triggers for 
Park prosecutions.

Different environment now
David Chesney of Parexel noted that FDA is “resurrecting” 
the Park doctrine in response to a “different environment 
now for misdemeanor cases.”

“Recent crises faced by corporations in a wide array of indus-
tries have eroded public confidence in corporations generally. 
Enron, banks, investment firms, BP, Toyota and FDA regulated 
crises involving heparin, melamine, peanut butter, E. coli and 
salad greens. The net effect has been to incite public de-
mand for ‘a pound of flesh’ from corporations and executives 
who violate the law,” he said at the 35th International GMP 
Conference in Athens, Ga. “With FDA increasingly intolerant 
of these offenses there is a wish to extract higher penalties 
for infractions of the FD&C Act.”

The March 14-17 conference was sponsored by the University 
of Georgia College of Pharmacy, the Georgia Center for 
Continuing Education and FDA.

Michal Loucks, a partner with Skadden, Arps, Slate, Meagher 
& Flaum in Boston, believes, like Chesney, that FDA will refer 
more Park doctrine cases this year for prosecution. Previously, 
Loucks served as a Department of Justice prosecutor.

“There has been enough talk from the two agencies, the OIG 
and the FDA, that both are going to be pushing the DOJ to 
make decisions going forward in true Park cases where there 
is no criminal intent and no willful intent and no knowledge 
by the executives that are being evaluated for Park prosecu-
tion. I do think there will be a push and that it will probably be 
growing this year among the two agencies to get the depart-
ment to go forward with these cases. At the end of the day it 
will be the DOJ decision as to whether cases will be brought.”

Hinting over past year
FDA officials announced last year their plans to resurrect the 
Park doctrine to beef up enforcement.

FDA Commissioner Margaret Hamburg wrote to Sen. Charles 
Grassley (R-Iowa) March 4, 2010, to say that FDA was develop-
ing “criteria” to be used “in selection of misdemeanor pros-
ecution cases.” In her letter Commissioner Hamburg said that 
the agency intends to consider “the appropriate use of mis-
demeanor prosecutions, a valuable enforcement tool, to hold 
responsible corporate officials accountable.”

The letter was in response to the Government Accountability 
Office’s critical report on FDA’s oversight of its Office of 
Criminal Investigations (“Enforcement on Steroids: FDA 
Delivers Twice the Drug GMP Warning Letters,” “The Gold 
Sheet,” April 2010).

And Mary Oates, VP Global Quality Operations for Pfizer, 
warned manufacturers at last year’s ISPE meeting in 
Washington to be wary of these FDA policy changes, and 
stressed the importance of instilling a quality culture.

Oates was discussing FDA’s plans to use misdemeanor pros-
ecutions to hold responsible corporate officers more account-
able than in the past (“Pfizer’s Mary Oates on the Role of 
Management Review,” “The Gold Sheet,” August 2010).

Park doctrine revisited
The Park doctrine is based on a 1975 U.S. Supreme Court case 
and does the following:

 • Provides that a responsible corporate official can be 
held liable for a first time misdemeanor and possible 
subsequent felony under the FD&C Act.

 • There does not have to be proof that the corporate of-
ficial had any actual knowledge of, or participation in, 
the specific offense. The FD&C Act makes it a criminal 
misdemeanor to violate the FD&C Act even if a person 
had no knowledge of a violation. This is known as a 
“strict liability” misdemeanor.

The case was against Acme Markets President John Park 
of Baltimore. FDA charged Park personally with sanitation 



16  |  April 2011 © 2011 F-D-C Reports, Inc., an Elsevier company. All rights reserved.

violations following multiple warnings about unclean con-
ditions at his warehouses. The government charged Acme 
and Park with misdemeanors for adulterated food under the 
FD&C Act.

The company pleaded guilty and was fined for the violations. 
Park pleaded not guilty and appealed his conviction with the 
argument that he was not personally involved in committing 
the FDA violation. He argued that he delegated responsi-
bilities for sanitation to his employees and had no reason to 
doubt that they were not doing their jobs and complying the 
FD&C Act.

The Supreme Court disagreed with Park and ruled that as 
company president, he was ultimately responsible for ensur-
ing compliance.

In most earlier cases, “Park doctrine defendants pleaded out, 
with sentences that generally involved small fines and no jail 
time,” noted John Fleder, an attorney with the Washington, 
D.C., based law firm Hyman, Phelps & McNamara, in an inter-
view with “The Gold Sheet.”

Many Park doctrine cases in the 1970s and 1980s involved un-
sanitary conditions at food companies and generally ended in 
convictions with relatively small fines like those issued in the 
Park case. By the late 1980s, the Park doctrine was rarely used.

Instead, FDA and federal prosecutors focused on higher pro-
file felony prosecutions where potential penalties were much 
higher. In the past 20 years pure Park-type strict liability pros-
ecutions have been almost nonexistent. Few cases were re-
ferred to the Department of Justice as potential felony cases 
because FDA generally did not have evidence to support a 
charge that a potential defendant acted with the intent to de-
fraud or mislead.

By the late 1980s use of the Park doctrine was in steep decline. 
There were staffing limitations at DOJ and U.S. attorneys of-
ten declined to bring Park cases and those they brought typi-
cally settled with guilty pleas, and prosecutors had to devote 
considerable resources to determine if the cases had merit, 
noted Fleder.

FDA publishes criteria for filing charges

A year after the agency announced its intent to pursue Park 
cases, FDA in February 2011 published a long-awaited guide-
line on criteria it will follow in recommending corporate of-
ficer prosecutions under the Park doctrine to the Office of 
Criminal Investigations. OCI then makes the decision on 
whether to refer cases to the Department of Justice for po-
tential prosecution.

The criteria make up a newly added section of the agency’s 
regulatory procedures manual called “Special Procedures and 
Considerations for Park Doctrine Prosecutions.”

It states that “when considering whether to recommend a 
misdemeanor prosecution against a corporate official, con-
sider the individual’s position in the company and relationship 
to the violation, and whether the official had the authority 

to correct or prevent the violation. Knowledge of and actual 
participation in the violation are not a prerequisite to a mis-
demeanor prosecution but are factors that may be relevant 
when deciding whether to recommend charging a misde-
meanor violation.”

Other factors to consider include but are not limited to:

 • Whether the violation involves actual or potential 
harm to the public;

 • Whether the violation is obvious;

 • Whether the violations reflects a pattern of illegal be-
havior and/or failure to heed prior warnings;

 • Whether the violation is widespread;

 • Whether the violation is serious;

 • The quality of the legal and factual support for the 
proposed prosecution; and

 • Whether the proposed prosecution is a prudent use of 
agency resources.

FDA also says that it has flexibility to go beyond what is out-
lined in the guidance. “As the Supreme Court has recognized, 
it would be futile to attempt to define or indicate by way of 
illustration either the categories of persons that may bear a 
responsible relationship to a violation of the types of conduct 
that may be viewed as causing or contributing to a violation.”

Observers say that the criteria are not new and that they 
largely embody the principles of the Park decision.

Chesney said, “They align closely with the criteria used by 
FDA for decades in Park doctrine cases. These criteria do no 
bind FDA. They are guideline level criteria. The real decision 
makers as to whether prosecutions proceed or not are the 
Department of Justice and local United States attorneys’ of-
fices, though the FDA does exert significant influence in mat-
ters subject to its jurisdiction. What is new is the renewed in-
terest in bringing misdemeanor prosecution, and the change 
in status of such cases being designated as healthcare crimes, 
which may make them more attractive candidates to U.S, at-
torneys offices and DOJ.”

Loucks, however, was troubled by the broad sweep of the 
guidance. “They are so broad that they are largely unhelpful. 
One of the guidelines is for FDA to recommend Park prosecu-
tion only in serious matters. One would hope that any crimi-
nal recommendation of a felony or a misdemeanor would be 
done in a manner considered to be serious. Frankly they don’t 
provide much more information on when Park cases should 
be brought.”

OIG issues exclusion standards for individuals

On another front, the HHS OIG issued guidance on Oct. 20, 
2010, on the factors it will consider in deciding whether to 
exclude the owners or officials of companies from participat-
ing in federal government programs such as Medicare and 
Medicaid.
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OIG is resurrecting the “responsible corporate official doc-
trine” on its program exclusion authority.

Under the Social Security Act, the Secretary of HHS has the 
authority to exclude certain individuals and entities who 
have engaged in wrongdoing from participating in federal 
health programs such as Medicare and Medicaid.

Congress has amended and broadened the program exclu-
sion authority delegated to the OIG over the past few years. 
In the guidance, OIG announced that it now has the broader 
authority to exclude the owner of a company from partici-
pating in these programs if he or she knew or should have 
known of the conduct constituting the basis of the sanction.

The OIG guide, said Loucks, 
“represents another move-
ment to promote individual 
and managerial responsibil-
ity among those who deal 
with federal programs, and 
fits with FDA’s efforts to 
write standards for corpo-
rate officer prosecution un-
der the Park doctrine.”

The OIG said that it was pub-
lishing these guidelines to 
achieve several goals: to al-
low for the development of effective investigations and in-
vestigative plans by OIG and its law enforcement partners 
and to establish and publicize a framework that will serve as 
the basis for the OIG’s exclusion decisions.

The OIG will consider these factors in deciding whether to 
exercise its discretion to exclude an officer or managing em-
ployee under the SSA:

 • The nature and scope of the misconduct;

 • The individual’s role in the sanctioned entity; and

 • The individual’s action in response to the entity’s 
misconduct.

KV official excluded from programs
Shortly after publication of the guidance, OIG announced the 
exclusion of KV Pharmaceutical Co. CEO Marc Hermelin from 
government heathcare programs, the first exclusion under 
OIG’s guidance. (“KV Official is Excluded from Government 
Programs, the First Under OIG’s New Guidance,” “The Pink 
Sheet Daily,” Nov. 17, 2010).

KV terminated Hermelin as CEO in December 2008 during 
a government investigation of manufacturing deficiencies.

Hermelin’s troubles were not yet over. On March 10, the 
Justice Department announced that Hermelin pleaded 
guilty and was sentenced in a case involving KV’s production 
and distribution of oversized morphine sulfate tablets.

U.S. District Judge E. Richard Webber of the Eastern District 

of Missouri ordered Hermelin to pay a $1 million fine, forfeit 
$900,000 and serve a 30-day jail sentence.

Hermelin pleaded guilty to two misdemeanor violations of 
the FD&C Act. In a plea agreement, Hermelin admitted that 
KV introduced misbranded morphine sulfate tablets into 
interstate commerce in 2007 and 2008. The government 
charged that the morphine sulfate discussed in the plea 
agreement included some oversized tablets, which con-
tained more active ingredient of the drug morphine than 
was specified in the labeling. Hermelin also served as an 
officer of Ethex Corp., a KV subsidiary that distributed ge-
neric drugs.

In May 2008, KV received 
complaints about the over-
sized morphine sulfate tab-
lets. An oversized tablet 
discovered by a pharmacist 
in California weighed twice 
as much as the normal pill 
while an oversized tablet 
found by a Canadian drug 
distributor was about 65 
percent heavier than a nor-
mal pill.

Both oversized tablets were 
made on a BB2 tablet press machine.

In June 2008, KV disclosed the discovery of the oversized 
morphine sulfate tablets to FDA and recalled some lots. The 
Justice Department said that “At the same time, the gov-
ernment alleged that although KV knew of other oversized 
BB2-made tablets and that its BB2 machine could randomly 
produce some oversized tablets, the company did not inform 
FDA of the other oversized tablets.”

According to court documents, in July 2008 a KV employee 
presented options for responding to the discovery of over-
sized tablets of various drugs produced on BB2 machines to 
unnamed official, “KV corporate executive A.”

One option was “to do nothing because the probability of 
oversized tablets is very, very low.” Yet employees did not 
recommend this option because “it did not eliminate risk, 
was not proactive and would not enhance KV’s reputation 
with FDA.” However, over the objections of employees, “KV 
corporate executive A” chose the do nothing option and or-
dered the company not to recall or withdraw any additional 
drugs from the market.

During June and July of 2008, the same KV corporate exec-
utive instructed employees to minimize written communica-
tions about KV’s oversized tablet manufacturing problems, 
and limit distribution and discussion of any documents men-
tioning these problems.

Also during July, “KV corporate executive A” was informed 
that a patient complained to KV about the texture of the 
tablets, and that they were bigger and thicker than the 

The OIG guide, said Loucks, “represents 
another movement to promote individu-
al and managerial responsibility among 
those who deal with federal programs, 

and fits with FDA’s efforts to write 
standards for corporate officer prosecu-

tion under the Park doctrine.”
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usual morphine tablets manufactured by KV. The patient, a 
Medicare and Medicaid beneficiary, reported experiencing 
adverse health effects.

It is possible, given the later charges against Hermelin, 
that he is the corporate executive referred to in the court 
documents.

The government charged that by virtue of his roles at KV 
and Ethex, Hermelin was a “responsible corporate officer” 
with the authority and responsibility to prevent and correct 
FD&C Act violations at both companies.

“We will hold corporate executives responsible when compa-
ny profits are pursued at the expense of consumer safety,” 
said Tony West, assistant attorney general for the Justice 
Department’s civil division in announcing the guilty plea.

KV has had many manufacturing problems dating back to 
FDA’s seizure in 2008 of unapproved timed-released drugs 
that contained immediate-release guaifenesin.

Federal agents with FDA and the U.S. Marshals Service July 
30, 2008, seized $24 million of timed-release cough/cold 
products that were unapproved because the guafenesin 
they contained was immediate release (“Drug Recall Totals 
for 2008 Highlight Global Outsourcing and Other risks,” 
“The Gold Sheet,” March 2009).

In other cases invoking the Park doctrine, three former 
Purdue Pharma officials pleaded guilty to misbranding 
Oxycontin in 2007 and were subsequently excluded from 
federal health care programs. But, unlike in the KV case, the 
executives did not face jail time.

In the medical device area, four executives from spinal im-
plant maker Syntheses pleaded guilty to “responsible corpo-
rate officers” misdemeanors and await sentencing in a case 
about unauthorized clinical trials.

FDA refers McNeil case to OCI
In another example of ramped up Park doctrine actions in the 
GMP area, an FDA official announced last year that the agen-
cy was referring its review of Johnson & Johnson’s manufac-
turing operations to the Office of Criminal Investigations. OCI 
will determine whether it believes there is a criminal liability 
in the quality control lapses that led to extensive recalls of 
OTC drugs in 2009.

During a May 27, 2010, hearing to examine J&J’s three major 
OTC recalls dating back to September 2009, Deborah Autor, 
director of the Office of Compliance in FDA’s drug center, 
told House lawmakers that FDA in general is leaning toward 
greater use of criminal prosecutions as an enforcement tool 
(“J&J Faces Possible Criminal Liability as Post-Recall Overhaul 
Continues,” “The Tan Sheet,” June 2, 2010).

The problems at J&J’s McNeil unit started in September 2009 
when infant and children’s Tylenol products were recalled be-
cause an inactive ingredient did not meet quality standards.

Then in November 2009 five lots of OTC Tylenol arthritis 
pain medicine were recalled after an unusual odor caused 
reports of nausea, stomach pain, vomiting and diarrhea. The 
recall was expected to include all lots in December 2009 and 
in January 2010 some other OTC products were added to 
the recall.

The Fort Washington facility was shut down in April 2010 after 
FDA officials found contamination that prompted recalls of 
more than 40 types of children’s pain and allergy medicines 
including Tylenol, Benadryl, Motrin and Zyrtec.

McNeil signed a consent decree on March 10, 2011, that re-
quires the company to fix manufacturing deficiencies at its 
factory in Fort Washington, Pa. that FDA found a year ago.

The company must also correct GMP violations found at its 
other facilities in Lancaster, Pa., and Las Piedras, Puerto Rico.

Under the terms of the consent decree, McNeil must retain an 
independent expert to inspect the facilities to determine that 
the problems have been fixed.

Problems with practical application of Park
Despite these developments in referring Park cases to Justice 
for prosecution, attorneys cite some legal difficulties in liti-
gating a Park doctrine case. They say that the specter of this 
type of enforcement tool can be more useful as a threat to 
spur drug companies into compliance.
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Drug Makers Catch FDA’s Drift,  Look to Reduce VariabilityJoanne S. eglovitch j.eglovitch@elsevier.com)

F DA officials say that drug manufacturers need to have better trending and 
monitoring programs in place to detect process drift in drug manufacture. 
They note that many of the controls needed to prevent process drift are al-

ready embodied in existing GMP regulations but are underutilized.Agency officials say that while drift is just one of five statistically defined types 
of changes that can happen during drug manufacturing operations, it is the one 
that concerns them the most.
A U.S. Pharmacopeia official said that over time, process drift can so change the 
character of a drug that it is no longer bioequivalent to a reference listed drug – 
and so perhaps additional bioequivalence studies should accompany requests for 
major manufacturing changes.

Sources of drift and solutions discussedThe sources of process drift as well as potential solutions were shared by pharma-
ceutical industry participants and agency officials at a Product Quality Research 
Institute (PQRI) and FDA conference on Dec. 2-4 in Bethesda, Md.There was agreement that inadequate change management, inadequate process 
development, aging equipment or facilities, fluctuations in the process param-
eters or changes in raw material suppliers can all cause process drift.Pharmaceutical officials say potential solutions to help manage process variabil-
ity include use of quality by design and process analytical technology tools, an 
integrated and holistic approach to quality management, trending stability data, 
and having a robust change management system.Rick Friedman, director of FDA’s Division of Manufacturing and Product Quality, 
and one of the meeting’s co-chairs, emphasized the importance of monitoring 
process drift.

“The so-what question of process drift is that it can directly affect safety and 
efficacy. Whether your process is properly controlled determines safety and ef-
ficacy every single day at your manufacturing facilities. An incorrect dose, poor 
dissolution, and high impurities are some of the defects that lead to ineffective 
and unsafe products.”
The consequences of not paying attention to process drift are steep, and include 
Form 483 reports or untitled observations, warning letters, product seizures, 
plant closures or consent decrees.

When a drug is like a frogFDA officials are stressing the need for drug makers to keep their manufacturing processes from wandering out of control and ruining their products just as surely as a frog might let itself boil in slowly heated water. FDA, USP and industry of-ficials shared thoughts at a recent PQRI meeting on how to prevent process drift and manage change ..............................cover
Europe tightens pharma supply chainThe European Commission has proposed to tighten its GMP requirements for man-aging the supply chain associated with active pharmaceutical ingredients. The commission also is accommodating the pharmaceutical industry’s transition to-ward computerized records, while the Eu-ropean Medicines Agency is opening up about its deliberations ...............................12

FDA confronts global API makersFDA last month shot warnings to ac-tive pharmaceutical ingredient makers around the world, demanding that they tighten up their analytical procedures. The agency also warned two drug makers to improve microbial control and laid out a legal rationale for prosecuting manufac-turers of tainted supplements ................. 14
Correction .................................................. 17
FDA warns supplement makersFDA last month warned that it was pre-pared to take legal action on tainted supplements. Last month’s recalls also hit some major brand drugs: Rolaids softch-ews containing wood and metal particles; contaminated Lipitor bottles; Fluvirin in cracked vials; and endotoxin-contaminat-ed peritoneal solutions ..............................18December drug recalls ........................ 20
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Part of the problem of using the Park doctrine is that 
Congress and the courts never defined the term “respon-
sible corporate official.”

Loucks drew some lessons of the Park doctrine from per-
sonal experience when he was an attorney general in 
Boston. Loucks said he was implicated as a responsible per-
son in a case where one of his assistants failed to disclose 
exculpatory evidence during a trial and he was implicated 
by the Justice Department as a responsible corporate of-
ficial even though he did not know about the withholding 
of evidence.

Loucks said that “I was in the management chain during 
the period of time when she failed to disclose her exculpa-
tory evidence. We had lots of training programs for all the 
assistant U.S. attorneys in which their responsibilities were 
clear in terms of disclosure of exculpatory evidence. At the 
end of the day, every agency, whether it be DOJ or a large 
pharmaceutical company, does its best to train people but 
cannot guarantee perfection and this perfection shouldn’t 
be expected nor should it guarantee that everyone in the 
agency follows the rules.”

Loucks also said that these cases can be blatantly unfair for 
executives who are unaware of problems.

“They don’t have criminal intent yet they may wind up being 
excluded for basically the rest of their careers if they are 
over the age of 50 or even 45. I would not be surprised if it 
was hotly contested and the entire doctrine was re-evaluat-
ed and goes to the Supreme Court regarding its appropriate-
ness and its viability.”

Aaron Katz, an attorney with Ropes and Gray, concurred 
that applying the responsible corporate official doctrine is 
problematic from a practical standpoint.

Katz said that “you can do everything in your power to be 
compliant but say one of your employees goes off the res-
ervation, you can be held accountable. I think this is wrong 
and dangerous.”

Rather, it is Katz’s view that FDA may be more interested 
in using the Park case as a threat to force companies into 
compliance.

“With Park this will be difficult to prosecute. That is what 
makes me very uneasy. FDA will lose Park liability cases. If I 
am a prosecutor I will use it as a Damocles Sword. I will use 
this as a proxy for settlement. If you are a company under in-
vestigation and the government says that they will go after 
your CEO they will probably say, ‘leave our CEO alone, he is a 
good guy. We will pay you $1 million to settle.’ ”

Park triggers described
Despite potential problems in prosecuting these cases, phar-
maceutical industry officials should be aware that there may 
be certain triggers for FDA Park doctrine referrals.

Fleder of Hyman, Phelps & McNamara predicted that the 

following types of infractions may trigger Park doctrine 
referrals:

 • health scares that generate much publicity, such as 
food cases and drugs containing contaminants;

 • GMP violations involving alleged patterns of 
non-compliance;

 • the government singles out one company for prosecu-
tion involving allegations regarding violations that 
others in industry are also committing; and

 • failure to report adverse events to FDA.

Tips for avoiding Park actions
Chesney said that to avoid being targeted for a Park doctrine 
enforcement action, companies should do the following:

 • Pay attention. Your interests are at stake and your re-
sponsibility under the law is clear.

 • Educate all levels of management, especially senior 
management.

 • Recognize compliance as an important corporate 
management imperative, just like finance and strate-
gic planning.

 • Devote time and resources to ensuring that the quality 
system is built and maintained in an effective manner.

 • Practice systematic, thorough management review of 
the quality system.

 • Set a good example not just by words but by visible, 
consistent action.

Loucks said that to prevent Park-like prosecutions, “having 
a strong compliance function is important. It’s good for as-
suring appropriate business conduct by all employees in a 
corporation and it all will act as a buffer from any Park pros-
ecution. It is important that the executive be involved and 
set a good tone at the top. If the person at the top of the 
command structure actively communicates intent that the 
organization follow the rules than people will take their lead 
from the folks at the top.”   
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