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Dear Ms. Lai: 

_ This letter is to inform you that the Food and Drug Administration (FDA) is proposing to issue 
an order debarring you for a period of 5 years from providing services in any capacity to a person 
that has an approved or pending drug product application. The FDA bases this proposal on a 
finding that you were convicted of a felony for aiding and abetting the making of a false 
document containing a materially fictitious statement in a matter within the jurisdiction of a 
government agency, and that your conduct undermined the process for the regulation of drugs. 
This letter also offers you an opportunity for a hearing on the proposal. 

Conduct Related to Debarment 

On June 9, 1998, the United States District Court for the Central District of California accepted 
your plea of guilty to one count of aiding and abetting the making of a false document containing 
a materially fictitious statement in a matter within the jurisdiction of a government agency, in 
violation of 18 U.S.C. sections 1001(a)(3) and 2. The underlying facts supporting this felony 
conviction are as follows: 

You were employed by American Pharmaceutical Research, Inc., formerly known as Southern 
California Research Institute (collectively SCRI), as the Chief Operating Officer from about 
March 1996 through March 1997. SCRI was a private company retained by drug manufacturers 
to conduct clinical studies of new pharmaceutical products to be submitted to FDA in support of 
approval of the drug products. Dr. Robert A. Fiddes was the owner and president of SCRI and 
the principal investigator for all drug research conducted at SCRI. 

In April 1996, SCRI was hired to conduct a study on a drug product known as Eprosartan 090. 
The study protocol for this drug required that subjects possess a certain level of proteinuria in 
their urine to be eligible to participate in the study. Because it was difficult to enroll subjects 
with the required proteinuria levels, Dr. Fiddes paid an SCRI study coordinator whose urine had 
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the required proteinuria levels for the use of her urine. Dr. Fiddes substituted the urine of the 
study coordinator for the urine of otherwise ineligible subjects so that those subjects could be 
enrolled in the study. You were aware that Dr. Fiddes was paying the study coordinator for the 

_ use of her urine and of the improper urine substitution. 

From about June 1996 to August 1996, you knowingly and willfully assisted Dr. Fiddes in 
making a fraudulent document that contained false and fictitious material statements and entries. 
Specifically, to conceal the urine substitution from the FDA, you assisted Dr. Fiddes in creating a 
false subject chart for the study coordinator to make it appear that she was a subject of Dr. Fiddes 
and was submitting her urine in connection with treatment by Dr. Fiddes. You assisted in 
creating the fraudulent document with the intent to influence FDA’s decision about the 
Eprosartan 090 drug study. 

FDA’s Finding 

Section 306(b)(2)(B)(i)(II) of the Federal Food, Drug, and Cosmetic Act (the Act) (21 USC. 
335a(b)(2)(B)(i)(II)) P ermits the FDA to debar an individual if it finds that the individual has 
been convicted of a felony under Federal law for conspiracy to commit, or aiding or abetting a 
criminal offense relating to the development or approval, including the process for the 
development or approval, of any drug product, or otherwise relating to the regulation of drug 
products under the Act and that the offense undermines the process for the regulation of drugs. 
Your felony conviction under 18 U.S.C. sections 1001(a)(3) and 2 was for aiding and abetting in 
making fraudulent documents and statements for use by FDA to determine whether a new drug 
should be approved, an offense related to the development or approval of any drug product. 
Accordingly, the Agency finds that you are eligible for perrnissive debarment. 

Under section 306(l)(2) of the Act, permissive debarment may be applied when an individual is 
convicted within the 5 years preceding this notice. You were convicted on June 9, 1998, less 
than 5 years ago. The Agency may debar you for up to 5 years for each offense, and can 
determine whether the debarment period for multiple offenses shall run concurrently or 
consecutively (306(c)(2)(A) of the Act) (21 U.S.C. 335a(t)(2)(A)). 

Section 306(c)(3) of the Act provides six factors for consideration in determining the 
appropriateness of and the period of permissive debarment for a person (21 U.S.C. 335a(c)(3)). 
These are as follows:- 

(A) the nature and seriousness of any offense involved, 
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(B) the nature and extent of management participation in any offense involved, whether 
corporate policies and practices encouraged the offense, including whether inadequate 
institutional controls contributed to the offense, 

(C) the nature and extent of voluntary steps to mitigate the impact on the public of any 
offense involved, including the recall or the discontinuation of the distribution of suspect 
drugs, full cooperation with any investigations (including the extent of disclosure to 
appropriate authorities of all wrongdoing), the relinquishing of profits on drug approvals 
fraudulently obtained, and any other actions taken to substantially limit potential or actual 
adverse effects on the public health, 

(D) whether the extent to which changes in ownership, management, or operations have 
corrected the causes of any offense involved and provide reasonable assurances that the 
offense will not occur in the future, 

(E) whether the person to be debarred is able to present adequate evidence that current 
production of drugs subject to abbreviated drug applications and all pending abbreviated 
drug applications are free of fraud or material false statements, and 

(F) prior convictions under this Act or under other Acts involving matters within the 
jurisdiction of the Food and Drug Administration. 

The Agency considers that four of these factors are applicable for consideration: 

1. The nature and seriousness of the offense involved (Factor A) 

You were convicted of one count of aiding and abetting the making of a materially false 
document based on your assistance in fabricating a subject chart to conceal study protocol 
violations involving the drug Eprosartan 090, which was being studied for the treatment of 
diabetes and hypertension. 

The Agency finds that your conduct undermined the integrity of the drug approval or regulatory 
process. You knowingly assisted in creating fraudulent study data to be used by FDA in 
determining whether to approve Eprosartan 090. Your illegal conduct was intended to affect 
FDA’s regulatory decision about the drug. Accordingly, the Agency will consider the nature and 
seriousness of your conduct an unfavorable factor. 

Further, diabetes and hypertension are serious and potentially life-threatening diseases. 
Accordingly, the Agency will consider your conduct an extremely unfavorable factor because 
your actions potentially undermined the safety or effectiveness of a drug used for a serious or 
life-threatening condition. 
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E la ine  Y e e - L i n g  La i  

2 . T h e  n a tu re  a n d  extent  o f m a n a g e m e n t par t ic ipat ion in  a n y  o ffe n s e  invo lved  w h e the r  
co rpora te  po l ic ies  a n d  pract ices e n c o u r a g e d  th e  o ffe n s e , i nc lud ing  w h e the r  
i n a d e q u a te  inst i tut ional  c o n trols c o n t r ibuted to  th e  o ffe n s e  (Factor  B ) 

Y o u  par t ic ipated in  th e  p l a n n i n g  o f th e  c o n d u c t unde r l y i ng  th e  convic t ion.  Y o u  k n e w  o f th e  
imp rope r  u r ine  subst i tu t ions a n d  h e l p e d  Dr. F iddes  to  falsi fy records  to  concea l  th e  
m is representa t ions  f rom th e  F D A . Accord ing ly ,  th e  A g e n c y  cons ide rs  th e  n a tu re  a n d  extent  o f 
you r  par t ic ipat ion a n  u n favo rab le  factor.  

3 . T h e  n a tu re  a n d  extent  o f vo lun tary  s teps to  m it igate th e  i m p a c t o n  th e  pub l i c  o f a n y  
o ffe n s e  invo lved,  i nc lud ing  th e  recal l  o r  th e  d iscont inua t ion  o f th e  d is t r ibut ion o f 
suspec t  d rugs ,  fu l l  c o o p e r a tio n  wi th a n y  invest igat ions ( inc lud ing  th e  extent  o f 
d isc losure  to  app rop r ia te  a u thor i t ies o f a l l  w r o n g d o i n g ) , th e  re l inqu ish ing  o f prof i ts 
o n  d r u g  app rova ls  f raudulent ly  o b ta i n e d , a n d  a n y  o the r  ac t ions ta k e n  to  
substant ia l ly  lim it p o te n tia l  o r  ac tua l  adve rse  e ffects o n  th e  pub l i c  h e a l th  (Factor  C)  

Y o u  d id  n o t d isc lose  to  app rop r ia te  a u thor i t ies a l l  w r o n g d o i n g , a n d  in  fact  to o k  a ffirm a tive 
ac t ions to  concea l  w r o n g d o i n g . Fur ther ,  y o u  d id  n o t repor t  d r u g  re la ted  v io la t ions no r  d id  y o u  
ta k e  ac t ion  to  correct  v io la t ions a l t hough  y o u  k n e w  th a t th e  ac t ions w e r e  v io lat ive o f th e  law.  
There fore ,  th e  A g e n c y  wi l l  cons ide r  th e  n a tu re  a n d  extent  o f m i t igat ion as  a n  u n favo rab le  factor.  

4 . P r ior  conv ic t ions u n d e r  th is  A c t o r  u n d e r  o the r  A c ts invo lv ing  m a tte rs  wi th in  th e  
jur isd ic t ion o f th e  F o o d  a n d  D r u g  A d m inist rat ion (Factor  F)  

T h e  A g e n c y  is u n a w a r e  o f a n y  pr io r  convic t ions.  

P r o p o s e d  A c tio n  a n d  N o tice o f O p p o r tuni ty  fo r  Hea r i ng  

B a s e d  o n  th e  fin d i n g s  d i scussed  a b o v e , th e  F D A  p r o p o s e s  to  i ssue  a n  o rde r  u n d e r  sect ion  
306(b ) (2 )  o f th e  A c t, deba r r i ng  y o u  f rom p rov id ing  serv ices in  a n y  capac i ty  to  a  p e r s o n  th a t h a s  
a n  a p p r o v e d  o r  p e n d i n g  d r u g  p r o d u c t app l i ca t ion  fo r  o n e  pe r i od  o f 5  years.  Y o u  w e r e  conv ic ted  
o f o n e  c o u n t o f a i d ing  a n d  a b e ttin g  th e  m a k i n g  o f a  fa l se  d o c u m e n t c o n ta in ing  a  m a ter ia l ly  
f ict i t ious s ta tement  in  a  m a tte r  wi th in  th e  jur isd ic t ion o f a  g o v e r n m e n t a g e n c y , a  fe l ony  desc r i bed  
in  sect ion  306(b) (2 ) (B) ( i )  a n d  (a)(2).  S  ince  y o u  w e r e  conv ic ted  o f o n e  c o u n t, F D A  G r ids y o u  
c o m m i tte d  o n e  o ffe n s e . T h e  A g e n c y  in tends  to  i m p l e m e n t th e  m a x i m u m  d e b a r m e n t pe r i od  fo r  
th e  o ffe n s e , b a s e d  o n  th e  factors  d i scussed  a b o v e . 
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In accordance with section 306 of the Act and 2 1 CFR part 12, you are hereby given an 
opportunity for a hearing to show why you should not be debarred as proposed in this letter. If 
you decide to seek a hearing, you must file: (1) on or before 30 days from the date of receipt of 
this letter, a written notice of appearance and request for hearing, and (2) on or before 60 days 
from the date of receipt of this letter, the information on which you rely to justify a hearing. The 
procedures and requirements governing this notice of opportunity for a hearing, notice of 
appearance and request for a hearing, information and analyses to justify a hearing, and 
determination of a grant or denial of a hearing are contained in 21 CFR part 12 and section 306(i) 
of the Act (21 U.S.C. 335a(i)). 

Your failure to file a timely written notice of appearance and request for hearing constitutes an 
election by you not to use the opportunity for a hearing on your debarment, and a waiver of any 
contentions concerning this action. If you do not request a hearing in the manner prescribed by 
the regulations, the Agency will not hold a hearing and will issue the debarment order as 
proposed in this letter. 

A request for a hearing may not rest upon mere allegations or denials but must present specific 
facts showing that there is a genuine and substantial issue of fact that requires a hearing. If it 
conclusively appears from the face of the information and factual analyses in your request for a 
hearing that there is no genuine and substantial issue of fact that precludes the order of 
debarment, the Commissioner of Food and Drugs will enter summary judgment against you, 
making findings and conclusions, and denying a hearing. 

You should understand that the facts underlying your conviction are not at issue in this 
proceeding. The only material issue is whether you were convicted as alleged in this notice and, 
if so, whether, as a matter of law, this conviction permits your debarment as proposed. 

Your request for a hearing, including any information or factual analyses relied on to justify a 
hearing, must be identified with Docket No. OON-1529 and sent to the Dockets Management 
Branch (HFA-305), Food and Drug Administration, 5630 Fishers Lane, rm. 1061, Rockville, MD 
20857. You must file four copies of all submissions under this notice of opportunity for hearing. 
The public availability of information in these submissions is governed by 2 1 CFR 10.20(j). 
Publicly available submissions may be seen in the Dockets Management Branch between 9 a.m. 
and 4 p.m., Monday through Friday. 
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This notice is issued under the Federal Food, Drug, and Cosmetic Act (section 306 (21 U.S.C. 
335a)) and under authority delegated to the Director of the Center for Drug Evaluation and 
Research (21 CFR 5.99). 

Sincerely yours, 

Center for Drug Evaluation and Research 
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