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0001
 1   
 2   
 3   
 4   IN RE:                       )
 5   WALGREENS INVESTIGATION      )
 6   
 7   
 8              The sworn statement of GEORGE RIEDL,
 9   called for examination, taken before KRISTIN C.
10   BRAJKOVICH, a Certified Shorthand Reporter, CSR No.
11   84-3810, of said State, at Suite 500, 219 South
12   Dearborn Street, Chicago, Illinois, on the 8th day
13   of February, A.D. 2007, at 3:05 p.m.
14   
15   
16   
17   
18   
19   
20   
21   
22   
23   
24   
0002
 1   PRESENT:
 2   
 3         ATTORNEY GENERAL OF THE STATE
 4         OF FLORIDA,
 5         (PL-01, The Capitol,
 6         Tallahassee, Florida 32399-1050), by:
 7         MR. BERNABE A. ICAZA, and
 8         MS. PAUL WILLIS (telephonically),
 9              appeared on behalf of the State of
10              Florida;
11   
12         ATTORNEY GENERAL OF TEXAS,
13         (300 West 15th Street,
14         Austin, Texas 78701,
15         1-512-936-1307,
16         MR. ROBERT C. ROBINSON, III, and
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17         MS. LARA L. SILVA,
18         Assistant Attorneys General,
19              appeared on behalf of the State of
20              Texas;
21   
22   
23   
24   
0003
 1   PRESENT (Continued):
 2   
 3         U.S. DEPARTMENT OF JUSTICE,
 4         OFFICE OF THE UNITED STATES ATTORNEY,
 5         (219 South Dearborn Street,
 6         Chicago, Illinois 60604,
 7         1-312-353-1994), by:
 8         MS. LINDA A. WAWZENSKI,
 9         Assistant United States Attorney,
10              appeared on behalf of the United States;
11   
12         SIDLEY AUSTIN LLP,
13         (One South Dearborn,
14         Chicago, Illinois 60603,
15         1-312-853-7494), by:
16         MR. JOHN N. GALLO,
17              -and-
18         FULBRIGHT & JAWORSKI, L.L.P,
19         (600 Congress Avenue, Suite 2400,
20         Austin, Texas 78701-2978,
21         1-512-474-5201), by:
22         MR. R. JEFFREY LAYNE,
23              -and-
24   
0004
 1   PRESENT (Continued):
 2         FULBRIGHT & JAWORSKI, L.L.P.,
 3         (801 Pennsylvania Avenue, N.W.,
 4         Washington, D.C. 20004-2623,
 5         1-202-662-4534), by:
 6         MR. RICK ROBINSON,
 7              appeared on behalf of Walgreens;
 8   
 9         SCHIFF HARDIN LLP,
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10         (6600 Sears Tower,
11         Chicago, Illinois 60606,
12         1-312-258-5609), by:
13         MR. RONALD S. SAFER, and
14         MR. MATTHEW CROWL,
15              appeared on behalf of the Deponent.
16   
17   ALSO PRESENT:
18         MR. DANIEL F. FITZGERALD, Senior Attorney,
19           Corporate and Regulatory Law, Walgreen Co.;
20         MR. JAMES J. O'LEARY, Special Agent,
21           Department of Health & Human Services.
22   
23   REPORTED BY:  KRISTIN C. BRAJKOVICH, CSR,
24                 CSR No. 84-3810.
0005
 1        THE VIDEOGRAPHER:  Good afternoon.  We are
 2   going on the video record at 3:04 p.m.  My name is
 3   Marc Buhmann, and I am a legal videographer in
 4   association with Esquire Deposition Services
 5   located at 155 North Wacker Drive, Chicago,
 6   Illinois.  The court reporter today is Kristin
 7   Brajkovich, also in association with Esquire
 8   Deposition Services.
 9              Here begins the videotaped sworn
10   statement of George Riedl taking place at the
11   U.S. Attorney's Office located at 219 South
12   Dearborn Street, Suite 500, Chicago, Illinois.
13   Today's date is February 8, 2007.  This deposition
14   is -- this sworn statement is being taken in the
15   matter of In Re:  Walgreens Investigation.
16              Will counsel please identify themselves
17   for the record.  My name is Bernabe Icaza,
18   Assistant Attorney General for the State of
19   Florida, and with me on the phone is Paula Willis,
20   who is also an Assistant Attorney General for the
21   State of Florida.
22        MR. ROBINSON:  Robert Robinson, Assistant
23   Attorney General for the State of Texas, and we
24   want to clarify for the record that the videotape
0006
 1   is being recorded solely pursuant to the Texas
 2   Medicaid Fraud Prevention Act and is not to be
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 3   disseminated to anyone without the express written
 4   consent of the Texas Attorney General's Office.
 5   That it is confidential by statute.
 6        MS. SILVA:  Lara Silva, Assistant Attorney
 7   General for the State of Texas.
 8        MR. O'LEARY:  James O'Leary.  I'm a special
 9   agent with the U.S. Department of Health and Human
10   Services.
11        MR. FITZGERALD:  Daniel Fitzgerald, Walgreen
12   Co.
13        MR. LAYNE:  Jeff Layne, Fulbright & Jaworski,
14   for Walgreens Company.
15        MR. RICK ROBINSON:  Rick Robinson for
16   Fulbright & Jaworski for Walgreen Company.
17        MR. GALLO:  John Gallo for Walgreen.
18        MR. CROWL:  Matt Crowl for Mr. Riedl.
19        MR. SAFER:  Ron Safer for Mr. Riedl.
20        THE VIDEOGRAPHER:  Will the court reporter
21   please swear in the witness?
22   
23   
24   
0007
 1                  (WHEREUPON, the witness was duly
 2                  sworn.)
 3                  GEORGE RIEDL,
 4   called as a witness herein, having been first duly
 5   sworn, was examined and testified as follows:
 6                  EXAMINATION
 7   BY MR. ICAZA:
 8        Q.    Mr. Riedl, could you give us your
 9   educational background, highest degree first.
10        A.    I'm a registered pharmacist, University
11   of Illinois, 1983.
12        Q.    What degree was that?
13        A.    A Bachelor of Science in Pharmacy.
14        Q.    Are you a licensed pharmacist?
15        A.    Yes, I am.
16        Q.    What states?
17        A.    State of Illinois.
18        Q.    When did you become licensed?
19        A.    1983.
20        Q.    Your highest degree is a B.S. in
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 7                  (WHEREUPON, a certain document
 8                  was marked Riedl Exhibit No. 1, for
 9                  identification.)
10   BY MR. ICAZA:
11        Q.    Do you recognize the document that is
12   marked Bates label 5544 designated for purposes of
13   today as Exhibit 1?
14        A.    Yes, sir.
15        Q.    What is that document?
16        A.    It was a letter written to me, I
17   believe, by the CEO of a generic pharmaceutical
18   company or executive vice president of Par
19   Pharmaceutical Company.
20        Q.    And the person's name is Scott Tarriff?
21        A.    Yes, sir, Scott Tarriff.
22        Q.    And that letter was written to you on
23   August 23 of 2001?
24        A.    Yes.  That's the date on the letter.
0012
 1        Q.    Did Walgreens ever enter into any form
 2   of partnership with Par Pharmaceuticals regarding
 3   the drug Fluoxetine or Ranitidine?
 4        A.    We made the decision to purchase those
 5   drugs from Par, correct.
 6        Q.    If you would please take a look at the
 7   second paragraph.
 8        A.    Yes.
 9        Q.    The second sentence states, and I quote,
10   "Walgreens was elected for its progressive forward
11   thinking approach to pharmacy."
12              I ask you, was Walgreens approached by
13   Par or did Par approach Walgreens with regard to
14   the Fluoxetine, Ranitidine programs?
15        A.    My recollection was that Par
16   approached -- came to Walgreens with this idea of
17   dosage form switching.
18        Q.    And now for purposes of today, I am
19   taking a lot of shortcuts because we are short on
20   time.
21        A.    Certainly.
22        Q.    We are here to discuss mainly three
23   initiatives, and those are what I termed the
24   Fluoxetine, Ranitidine, Selegiline by their generic
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                                                                        1 
 
 
 
          1                    STATE OF FLORIDA 
 
          2               DEPARTMENT OF LEGAL AFFAIRS 
 
          3             OFFICE OF THE ATTORNEY GENERAL 
 
          4               MEDICAID FRAUD CONTROL UNIT 
 
          5                             
 
          6    
 
          7    
 
          8    
 
          9   IN THE MATTER OF: 
 
         10    
 
         11   WALGREENS INVESTIGATION 
 
         12    
 
         13    
 
         14    
 
         15        The sworn statement of JOHN ZIEBELL, taken 
 
         16   before KATRINA FAITH WRIGHT, CSR. NO. 84-3639, a  
 
         17   Notary Public within and for the County of Cook,  
 
         18   State of Illinois, and a Certified Shorthand  
 
         19   Reporter of the State of Illinois, taken at  
 
         20   Suite 500, 219 South Dearborn, Chicago, Illinois,  
 
         21   on the 14th day of November, A.D. 2006, at  
 
         22   8:57 a.m.  
 
         23    
 
         24    
 
 
 



 
                                                                        2 
 
 
 
          1   PRESENT: 
 
          2      OFFICE OF THE ATTORNEY GENERAL, 
 
          3      STATE OF FLORIDA, 
 
          4      (PL-01, The Capitol, 
 
          5      Tallahassee, Florida 32399, 
 
          6      850-414-3600), by: 
 
          7      MR. BERNABE A. ICAZA,  
 
          8      MR. J. ANDREW ATKINSON (via telephone),      
 
          9        appeared on behalf of the State of Florida;  
 
         10       FEDERAL BUREAU OF INVESTIGATION, 
 
         11      (4343 Commerce Court, 
 
         12      Lisle, Illinois 60532, 
 
         13      630-577-3408), by: 
 
         14      MR. KRAY I. TE, 
 
         15        appeared on behalf of the Federal Bureau 
 
         16        of Investigation;   
 
         17      OFFICE OF THE ATTORNEY GENERAL, 
 
         18      STATE OF ILLINOIS, 
 
         19      (100 West Randolph Street, 
 
         20      Chicago, Illinois 60601, 
 
         21      312-814-3528), BY: 
 
         22      MS. ABBEY F. ROMANEK, 
 
         23        appeared on behalf of the 
 
         24        State of Illinois; 
 
 
 



 
                                                                        3 
 
 
 
          1     PRESENT (cont'd): 
 
          2    
 
          3      BAKER & MCKENZIE, 
 
          4      (One Prudential Plaza, Suite 3500, 
 
          5      Chicago, Illinois 60601, 
 
          6      312-861-8077), by: 
 
          7      MR. ROBERT W. KENT, JR., 
 
          8        appeared on behalf of the Witness;  
 
          9    
 
         10    
 
         11      SIDLEY AUSTIN, 
 
         12      (One South Dearborn, 
 
         13      Chicago, Illinois 60603, 
 
         14      312-853-7494), by: 
 
         15      MR. JOHN N. GALLO, 
 
         16        appeared on behalf of Walgreens; 
 
         17    
 
         18   ALSO PRESENT:  MR. JAMES O'LEARY, 
 
         19                  Special Agent, 
 
         20                  U.S. Department of Health & 
 
         21                  Human Services 
 
         22    
 
         23   REPORTED BY:  KATRINA FAITH WRIGHT, C.S.R. 
 
         24                 CERTIFICATE NO. 84-3639 
 
 
 



 
                                                                        4 
 
 
 
          1                  (WHEREUPON, the witness was duly  
 
          2                  sworn.) 
 
          3                      JOHN ZIEBELL, 
 
          4   called as a witness herein, having been first duly  
 
          5   sworn, was examined and testified as follows: 
 
          6        MR. ICAZA:  Let's start by introducing  
 
          7   ourselves.  My name is Bernabe Icaza.  I'm an   
 
          8   assistant attorney general for the State of  
 
          9   Florida.  
 
         10        MR. TE:  Kray I. Te, Federal Bureau of  
 
         11   Investigation, Special Agent.  
 
         12        MR. O'LEARY:  James O'Leary with the  
 
         13   Department of Health & Human Services, the  
 
         14   Inspector General's Office. 
 
         15        MR. GALLO:  John Gallo, Walgreens.  
 
         16        MR. KENT:  Robert Kent, attorney for  
 
         17   Mr. Ziebell. 
 
         18        THE WITNESS:  John Ziebell.  
 
         19        MR. ICAZA:  On the phone we have Drew  
 
         20   Atkinson with the Office of the Attorney General,  
 
         21   State of Florida.  
 
         22                       EXAMINATION 
 
         23   BY MR. ICAZA:  
 
         24        Q.    Mr. Ziebell, could you just spell your  
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          1   preparation for the testimony, right?  Because I  
 
          2   met with John before that. 
 
          3        THE WITNESS:  Then I don't recall.  
 
          4        MR. GALLO:  Just since I'm here, I will tell  
 
          5   you I met with him several years ago. 
 
          6   BY MR. ICAZA: 
 
          7        Q.    No other meetings that you can recall? 
 
          8        A.    No. 
 
          9        Q.    Did you review any transcripts? 
 
         10        A.    No. 
 
         11        Q.    Let me give you an overview of what I'm  
 
         12   going to be doing today.  I am basically going to  
 
         13   be covering the period of the middle of 2001, and  
 
         14   then I am going to move to the period of 2004,  
 
         15   September of 2004.   
 
         16        MR. ICAZA:  Let's mark this as Exhibit 1. 
 
         17                  (WHEREUPON, a certain document  
 
         18                  was marked Ziebell Exhibit  
 
         19                  No. 1 for identification,  
 
         20                  as of 11/14/06.) 
 
         21   BY MR. ICAZA: 
 
         22        Q.    Do you recognize Exhibit 1? 
 
         23        A.    Yes. 
 
         24        Q.    What is that document? 
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          1        A.    It was a letter written by Scott  
 
          2   Tarriff, the president or at the time he was  
 
          3   executive VP of business at Par Pharmaceutical.   
 
          4   He wrote it to George Riedl, who at the time was  
 
          5   Bill Groth's boss. 
 
          6        Q.    This letter references a ranitidine and  
 
          7   fluoxetine program.  Can you tell me about both of  
 
          8   those programs? 
 
          9        A.    They were programs brought to my  
 
         10   attention by the executives at Par Pharmaceutical  
 
         11   regarding ranitidine capsules and fluoxetine  
 
         12   tablets, for which they had both received FDA  
 
         13   approval.  And the program regarding ranitidine  
 
         14   capsules was the decision to -- when a  
 
         15   prescription was written for ranitidine to -- I'm  
 
         16   sorry -- for Zantac, Z-a-n-t-a-c, to dispense the  
 
         17   ranitidine capsules manufactured by Par.  And when  
 
         18   a prescription was written for fluoxetine  
 
         19   capsules, to dispense -- I'm sorry -- Prozac  
 
         20   capsules, to dispense fluoxetine tablets  
 
         21   manufactured by Par Pharmaceutical. 
 
         22        Q.    Do you understand what I mean when I  
 
         23   say dosage form interchange? 
 
         24        A.    Yes. 
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          1   correct? 
 
          2        A.    Yes. 
 
          3        Q.    From Walgreens, who was present at  
 
          4   those meetings? 
 
          5        A.    Regarding ranitidine, I believe Bill  
 
          6   Groth was there.  I am not sure that -- I don't  
 
          7   really recall the meeting itself.  So I don't  
 
          8   recall if there was anyone else present at  
 
          9   meetings regarding ranitidine at all. 
 
         10        Q.    Were there any presentations or  
 
         11   documents handed to you by Par? 
 
         12        A.    Not that I recall.  Possibly what we  
 
         13   would call set-up information describing the  
 
         14   product, NDC numbers, AWPs, costs.  Again, I don't  
 
         15   have a vivid memory of what documents exactly were  
 
         16   presented to me. 
 
         17        Q.    Do you have any recollection whether  
 
         18   these were PowerPoint presentations or documents  
 
         19   handed to you? 
 
         20        A.    Ranitidine, I don't remember there  
 
         21   being a PowerPoint presentation.  Fluoxetine, I  
 
         22   believe there was. 
 
         23        Q.    What sort of information was given to  
 
         24   you to try and convince Walgreens to buy the  
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          1   ranitidine capsules from Par? 
 
          2        A.    There was a -- primarily, just a  
 
          3   discussion of the fact that the -- when Walgreens  
 
          4   would dispense a ranitidine capsule prescription,  
 
          5   the profit would be higher than when dispensing a  
 
          6   ranitidine tablet prescription. 
 
          7        Q.    Were there any discussions as to how  
 
          8   the profits would increase, what would make the  
 
          9   profits go up for Walgreens? 
 
         10        A.    Reimbursement was higher for the  
 
         11   capsules than for the tablets. 
 
         12        Q.    Why was that?  Why was the  
 
         13   reimbursement higher for the capsule than the  
 
         14   tablet? 
 
         15        A.    I don't know.  I am not involved in  
 
         16   reimbursement.  I assume it was because -- 
 
         17        MR. KENT:  Well, don't -- are you speculating  
 
         18   at that point, John?  
 
         19              I mean, I am sure you want his  
 
         20   recollection.  
 
         21              He wants your recollection, not your  
 
         22   speculation or assumptions. 
 
         23   BY THE WITNESS: 
 
         24        A.    Okay.  I was able to look at the  
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EXHIBIT #3 



TRANSMITTAL NO. 37 - FEDERAL UPPER LIMIT DRUG LIST 
NOVEMBER 20, 2001  

  
The following list of multiple source drugs meets the criteria set forth in 42 CFR 447.332 and   
Section 1927(e) of the Social Security Act, as amended by OBRA 1993.  Payment for multiple 
source drugs identified and listed below must not exceed, in the aggregate, payment levels 
determined by applying to each drug entity a reasonable dispensing fee (established by the State 
and specified in the State plan), plus an amount based on the limit per unit which CMS has 
determined to be equal to 150 percent applied to the lowest price listed (in package sizes of 100 
units, unless otherwise noted) in any of the published compendia of cost information of drugs.  
The listing is based on data current as of April 2001 from First Data Bank (Blue Book), Medi- 
Span, and the Red Book.  This list does not reference the commonly known brand names.  
However, the brand names are included in the electronic FUL listing provided to the state 
agencies.  The FUL price list and electronic listing are available at 
http://www.cms.hhs.gov/Reimbursement/05_FederalUpperLimits.asp.  
  
In accordance with current policy, Federal financial participation will not be provided for any 
drug on the FUL listing for which the FDA has issued a notice of an opportunity for a hearing as 
a result of the Drug Efficacy Study and Implementation (DESI) program, and which has been 
found to be a less than effective or is identical, related or similar (IRS) to the DESI drug.  The 
DESI drug is identified by the Food and Drug Administration or reported by the drug 
manufacturer for purposes of the Medicaid drug rebate program.  
  

The November 20, 2001 FUL list  should be implemented no later than January 22, 2002. 
  
          

GENERIC NAME                      GENERIC UPPER 
          LIMIT/UNIT  

                                         SOURCE*  
ACEBUTOLOL HYDROCHLORIDE                                                                                    
 EQ 200 MG BASE, CAPSULE, ORAL, 100      0.4612  B  
 EQ 400 MG BASE, CAPSULE, ORAL, 100      0.6713  B  
  
ACETAMINOPHEN; CODEINE PHOSPHATE                                                                        
| 300 MG; 15 MG, TABLET, ORAL, 100       0.1500  R  
| 300 MG; 30 MG, TABLET, ORAL, 100       0.2137  B  
| 300 MG; 60 MG, TABLET, ORAL, 100       0.2812  B  
  
ACETAMINOPHEN; HYDROCODONE BITARTRATE                                                               
 500 MG; 5 MG, CAPSULE, ORAL, 100       0.1943  B  
 500 MG/15 ML; 7.5 MG/15 ML, ELIXIR, ORAL, 473 ML    0.1014  R  
 500 MG; 5 MG, TABLET, ORAL, 100       0.1153  B  
| 500 MG; 7.5 MG, TABLET, ORAL, 100       0.1913  B  
| 500 MG; 10 MG, TABLET, ORAL, 100       0.4603  B  

*B = BLUE BOOK  M = MEDI-SPAN  R = REDBOOK  

http://www.cms.hhs.gov/Reimbursement/05_FederalUpperLimits.asp


| 650 MG; 7.5 MG, TABLET, ORAL, 100       0.1550  B  
 650 MG; 10 MG, TABLET, ORAL, 100       0.1852  R  
 660 MG; 10 MG, TABLET, ORAL, 100       0.5284  B  
| 750 MG; 7.5 MG, TABLET, ORAL, 100      0.1548  B  
  
ACETAMINOPHEN; OXYCODONE HYDROCHLORIDE                                                             
| 500 MG; 5 MG, CAPSULE, ORAL, 100       0.2137  B  
 325 MG; 5 MG, TABLET, ORAL, 100       0.1192  B  
   
ACETAMINOPHEN; PROPOXYPHENE HYDROCHLORIDE                                                         
 650 MG; 65 MG, TABLET, ORAL, 100       0.1688  B  
  
ACETAMINOPHEN; PROPOXYPHENE NAPSYLATE                                                                
| 650 MG; 100 MG, TABLET, ORAL, 100       0.2250  R  
  
ACETAZOLAMIDE                                                                                                      
 250 MG, TABLET, ORAL, 100        0.2454  R  
  
ACETYLCYSTEINE                                                                                                      
 10%, SOLUTION, INHALATION; ORAL, 10 ML      0.7634  B  
 20%, SOLUTION, INHALATION; ORAL, 10 ML      0.9285  B  
  
ACYCLOVIR                                                                                                              
 200 MG, CAPSULE, ORAL, 100        0.3525  B  
 400 MG, TABLET, ORAL, 100        0.7048  R  
| 800 MG, TABLET, ORAL, 100        1.2161  B  
  
ALBUTEROL SULFATE                                                                                                
| EQ 0.083% BASE, SOLUTION, INHALATION, 3 ML     0.1450  B  
| EQ 0.5% BASE, SOLUTION, INHALATION, 20 ML     0.3360  B  
 EQ 2 MG BASE, TABLET, ORAL, 100       0.0375  B  
| EQ 4 MG BASE, TABLET, ORAL, 100       0.0742  R  
  
ALLOPURINOL                                                                                                           
 100 MG, TABLET, ORAL, 100        0.0509  R  
| 300 MG, TABLET, ORAL, 100        0.1005  B  
  
ALPRAZOLAM                                                                                                           
| 0.25 MG, TABLET, ORAL, 100        0.0480  B  
| 0.5 MG, TABLET, ORAL, 100        0.0493  B  
| 1 MG, TABLET, ORAL, 100        0.0600  B  
| 2 MG, TABLET, ORAL, 100        0.1563  B  
  
AMANTADINE HYDROCHLORIDE                                                                                    
| 100 MG, CAPSULE, ORAL, 100        0.1572  R  
| 50 MG/5 ML, SYRUP, ORAL, 480 ML       0.0656  M  
  
 

*B = BLUE BOOK  M = MEDI-SPAN  R = REDBOOK  



AMILORIDE HYDROCHLORIDE; HYDROCHLOROTHIAZIDE                                                     
| EQ 5 MG ANHYDROUS; 50 MG, TABLET, ORAL, 100    0.0659  B  
 
AMINOPHYLLINE                                                                                                       
 100 MG, TABLET, ORAL, 100        0.0278  B  
 200 MG, TABLET, ORAL, 100        0.0390  R  
  
AMIODARONE HYDROCHLORIDE                                                                                   
| 200 MG, TABLET, ORAL, 60        1.9907  B  
  
AMITRIPTYLINE HYDROCHLORIDE                                                                                
| 10 MG, TABLET, ORAL, 100        0.0466  R  
| 25 MG, TABLET, ORAL, 100        0.0495  B  
| 50 MG, TABLET, ORAL, 100        0.0666  B  
| 75 MG, TABLET, ORAL, 100        0.0741  B  
 100 MG, TABLET, ORAL, 100        0.1500  R  
| 150 MG, TABLET, ORAL, 100        0.2396  B  
  
AMITRIPTYLINE HYDROCHLORIDE; PERPHENAZINE                                                           
| 10 MG; 2 MG, TABLET, ORAL, 100       0.0704  B  
 25 MG; 2 MG, TABLET, ORAL, 100       0.0869  B  
  
AMOXAPINE                                                                                                              
| 50 MG, TABLET, ORAL, 100        0.5425  R  
 
AMOXICILLIN                                                                                                           
 250 MG, CAPSULE, ORAL, 100        0.0636  B  
| 500 MG, CAPSULE, ORAL, 100        0.1272  B  
| 125 MG/5 ML, POWDER FOR RECONSTITUTION, ORAL, 150    0.0179  B  
| 250 MG, TABLET, CHEWABLE, ORAL, 100      0.1595  B  
  
AMPICILLIN/AMPICILLIN TRIHYDRATE                                                                          
 250 MG, CAPSULE, ORAL, 100        0.0851  B  
| 500 MG, CAPSULE, ORAL, 100        0.1580  B  
  
ASPIRIN; CARISOPRODOL                                                                                            
| 325 MG; 200 MG, TABLET, ORAL, 100       0.3522  B  
  
ATENOLOL                                                                                                                
| 25 MG, TABLET, ORAL, 100        0.0461  R  
| 50 MG, TABLET, ORAL, 100        0.0464  B  
| 100 MG, TABLET, ORAL, 100        0.0600  R  
  
ATENOLOL; CHLORTHALIDONE                                                                                     
| 50 MG; 25 MG, TABLET, ORAL, 100       0.1762  B  
| 100 MG; 25 MG, TABLET, ORAL, 100       0.2549  B  
  
 

*B = BLUE BOOK  M = MEDI-SPAN  R = REDBOOK  



ATROPINE SULFATE; DIPHENOXYLATE HYDROCHLORIDE                                                     
 0.025 MG; 2.5 MG, TABLET, ORAL, 100       0.3743  B  
  
BACLOFEN                                                                                                                
 10 MG, TABLET, ORAL, 100        0.0898  B  
 20 MG, TABLET, ORAL, 100        0.1688  B  
  
BENZONATATE                                                                                                          
| 100 MG, CAPSULE, ORAL, 100       0.2993  B  
  
BENZTROPINE MESYLATE                                                                                           
| 0.5 MG, TABLET, ORAL, 100        0.0906  B  
| 1 MG, TABLET, ORAL, 100        0.0930  B  
| 2 MG, TABLET, ORAL, 100        0.1027  B  
  
BETAMETHASONE DIPROPIONATE                                                                                 
| EQ 0.05% BASE, CREAM, TOPICAL, 15 GM      0.2300  B  
 EQ 0.05% BASE, LOTION, TOPICAL, 60 ML      0.1437  B  
  
BETAMETHASONE VALERATE                                                                                       
| EQ 0.1% BASE, CREAM, TOPICAL, 45 GM      0.1197  B  
 EQ 0.1% BASE, LOTION, TOPICAL, 60 ML      0.1087  B  
  
BISOPROLOL FUMARATE; HYDROCHLOROTHIAZIDE                                                           
| 2.5 MG; 6.25 MG, TABLET, ORAL, 100       0.8250  B  
| 5 MG; 6.25 MG, TABLET, ORAL, 100       0.8250  B  
|10 MG; 6.25 MG, TABLET, ORAL, 30      0.8250  B 
  
BROMPHENIRAMINE MALEATE; CODEINE PHOSPHATE; PHENYLPROPANOLAMINE  
 HYDROCHLORIDE      
| 2 MG/5 ML; 10 MG/5 ML; 12.5 MG/5 ML, SYRUP, ORAL, 480 ML   0.0378  B  
  
BUMETANIDE                                                                                                            
 0.5 MG, TABLET, ORAL, 100        0.1743  B  
| 1 MG, TABLET, ORAL, 100        0.1875  B  
 2 MG, TABLET, ORAL, 100        0.3675  B  
  
CAPTOPRIL                                                                                                               
| 12.5 MG, TABLET, ORAL, 100        0.0398  B  
| 25 MG, TABLET, ORAL, 100        0.0442  B  
| 50 MG, TABLET, ORAL, 100        0.0892  B  
| 100 MG, TABLET, ORAL, 100        0.1867  B  
  
CAPTOPRIL; HYDROCHLOROTHIAZIDE                                                                            
 25 MG; 15 MG, TABLET, ORAL, 100       0.2359  B  
 25 MG; 25 MG, TABLET, ORAL, 100       0.2359  B  
 50 MG; 15 MG, TABLET, ORAL, 100       0.3702  B  
50 MG; 25 MG, TABLET, ORAL, 100       0.3702  B  
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CARBAMAZEPINE                                                                                                       
| 200 MG, TABLET, ORAL, 100        0.1388  R  
  
CARBIDOPA; LEVODOPA                                                                                             
| 10 MG; 100 MG, TABLET, ORAL, 100       0.3644  B  
| 25 MG; 100 MG, TABLET, ORAL, 100       0.3915  B  
| 25 MG; 250 MG, TABLET, ORAL, 100       0.4657  R 
CARISOPRODOL                                                                                                         
 350 MG, TABLET, ORAL, 100        0.3743  B  
  
CARTEOLOL HYDROCHLORIDE                                                                                     
| 1%, SOLUTION/DROPS, OPHTHALMIC, 10 ML     3.6675  R  
  
CEFACLOR                                                                                                                
| EQ 250 MG BASE, CAPSULE, ORAL, 100      0.6600  B  
| EQ 500 MG BASE, CAPSULE, ORAL, 100      1.2900  B  
| EQ 125 MG BASE/5 ML, POWDER FOR RECONSTITUTION, ORAL, 150  0.1107  B  
| EQ 187 MG BASE/5 ML, POWDER FOR RECONSTITUTION, ORAL, 100   0.1661  B  
| EQ 250 MG BASE/5 ML, POWDER FOR RECONSTITUTION, ORAL, 150   0.2995  B  
| EQ 375 MG BASE/5 ML, POWDER FOR RECONSTITUTION, ORAL, 100   0.4492  B  
  
CEFADROXIL/CEFADROXIL HEMIHYDRATE                                                                      
| EQ 500 MG BASE, CAPSULE, ORAL, 50      3.0789  B  
  
CEPHALEXIN                                                                                                             
| EQ 250 MG BASE, CAPSULE, ORAL, 100      0.1500  B  
 EQ 500 MG BASE, CAPSULE, ORAL, 100      0.2145  B  
  
CHLORDIAZEPOXIDE HYDROCHLORIDE                                                                           
| 5 MG, CAPSULE, ORAL, 100        0.1140  B  
| 10 MG, CAPSULE, ORAL, 100        0.0877  B  
  
CHLORHEXIDINE GLUCONATE                                                                                      
| 0.12%, SOLUTION, DENTAL, 480 ML       0.0146  B  
  
CHLORPHENIRAMINE MALEATE                                                                                    
| 4 MG, TABLET, ORAL, 100        0.0171  M  
  
CHLORPROPAMIDE                                                                                                     
 100 MG, TABLET, ORAL, 100        0.1837  B  
 250 MG, TABLET, ORAL, 100        0.3885  B  
  
CHLORTHALIDONE                                                                                                     
 25 MG, TABLET, ORAL, 100        0.0509  B  
| 50 MG, TABLET, ORAL, 100        0.0542  R  
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CHLORZOXAZONE                                                                                                      
| 500 MG, TABLET, ORAL, 100        0.1085  B  
  
CHOLESTYRAMINE                                                                                                     
| EQ 4 GM RESIN/PACKET, POWDER, ORAL, 60     1.2212  B  
  
CIMETIDINE                                                                                                              
 200 MG, TABLET, ORAL, 100        0.1238  B  
| 300 MG, TABLET, ORAL, 100        0.1313  B  
| 400 MG, TABLET, ORAL, 100        0.1537  B  
| 800 MG, TABLET, ORAL, 100        0.2775  B  
  
CIMETIDINE HYDROCHLORIDE                                                                                     
| EQ 300 MG BASE/5 ML, SOLUTION, ORAL, 240 ML     0.1116  R  
   
CLINDAMYCIN HYDROCHLORIDE                                                                                  
| EQ 150 MG BASE, CAPSULE, ORAL, 100      0.9180  R  
  
CLINDAMYCIN PHOSPHATE                                                                                          
| EQ 1% BASE, SOLUTION, TOPICAL, 60 ML      0.2060  R  
  
CLOBETASOL PROPIONATE                                                                                          
| 0.05%, CREAM, TOPICAL, 30 GM       0.8315  B  
  
CLOMIPRAMINE HYDROCHLORIDE                                                                                 
| 25 MG, CAPSULE, ORAL, 100        0.3322  R  
| 50 MG, CAPSULE, ORAL, 100        0.5138  B  
| 75 MG, CAPSULE, ORAL, 100        0.5772  B  
  
CLONAZEPAM                                                                                                           
| 0.5 MG, TABLET, ORAL, 100        0.2455  B  
| 1 MG, TABLET, ORAL, 100        0.2852  B  
| 2 MG, TABLET, ORAL, 100        0.3903  B  
  
CLONIDINE HYDROCHLORIDE                                                                                      
 0.1 MG, TABLET, ORAL, 100        0.0900  B  
 0.2 MG, TABLET, ORAL, 100        0.1275  B  
 0.3 MG, TABLET, ORAL, 100        0.1650  B  
  
CLORAZEPATE DIPOTASSIUM                                                                                       
| 3.75 MG, TABLET, ORAL, 100        0.8350  B  
 7.5 MG, TABLET, ORAL, 100        1.0388  B  
 15 MG, TABLET, ORAL, 100        1.4094  B  
  
CODEINE PHOSPHATE; PROMETHAZINE HYDROCHLORIDE                                                    
| 10 MG/5 ML; 6.25 MG/5 ML, SYRUP, ORAL, 480 ML     0.0209  B  
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CROMOLYN SODIUM                                                                                                   
| 4%, SOLUTION/DROPS, OPHTHALMIC, 10 ML     3.3750  B  
  
CYCLOBENZAPRINE HYDROCHLORIDE                                                                            
| 10 MG, TABLET, ORAL, 100       0.0858  B  
  
DESIPRAMINE HYDROCHLORIDE                                                                                   
| 10 MG, TABLET, ORAL, 100        0.1224  B  
 25 MG, TABLET, ORAL, 100        0.0675  R  
 50 MG, TABLET, ORAL, 100        0.0825  B  
 75 MG, TABLET, ORAL, 100        0.0900  B  
| 100 MG, TABLET, ORAL, 100        0.3897  R  
  
DESONIDE                                                                                                                
 0.05%, OINTMENT, TOPICAL, 60 GM       0.4077  B  
  
DESOXIMETASONE                                                                                                     
| 0.25%, CREAM, TOPICAL, 60 GM       0.5616  R  
  
DEXAMETHASONE                                                                                                      
| 0.5 MG/5 ML, ELIXIR, ORAL, 240 ML       0.0349  R  
  
DEXAMETHASONE; NEOMYCIN SULFATE; POLYMYXIN B SULFATE                                          
 0.1%; EQ 3.5 MG BASE/GM; 10,000 UNITS/GM, OINTMENT,  
OPHTHALMIC, 3.5 GM         1.0713  B   
 
DIAZEPAM                                                                                                                
| 2 MG, TABLET, ORAL, 100        0.0423  B  
| 5 MG, TABLET, ORAL, 100        0.0718  B  
 10 MG, TABLET, ORAL, 100        0.1417  B  
  
DICLOFENAC POTASSIUM                                                                                            
 50 MG, TABLET, ORAL, 100        0.8625  B  
  
DICLOFENAC SODIUM                                                                                                 
 50 MG, TABLET, DELAYED RELEASE, ORAL, 100     0.4748  R  
| 75 MG, TABLET, DELAYED RELEASE, ORAL, 100     0.5850  R  
  
DICYCLOMINE HYDROCHLORIDE                                                                                   
| 10 MG, CAPSULE, ORAL, 100        0.1222  B  
| 20 MG, TABLET, ORAL, 100        0.1185  B  
  
DIFLUNISAL                                                                                                             
| 500 MG, TABLET, ORAL, 60        1.0000  B  
  
DILTIAZEM HYDROCHLORIDE                                                                                      
| 240 MG, CAPSULE, EXTENDED RELEASE, ORAL, 100    0.8248  B  
| 30 MG, TABLET, ORAL, 100        0.1019  B  
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| 60 MG, TABLET, ORAL, 100        0.1114  B  
| 90 MG, TABLET, ORAL, 100        0.2312  B  
| 120 MG, TABLET, ORAL, 100        0.2331  B  
  
DIPHENHYDRAMINE HYDROCHLORIDE                                                                            
| 12.5 MG/5 ML, ELIXIR, ORAL, 120 ML      0.0137  B  
  
DIPIVEFRIN HYDROCHLORIDE                                                                                      
 0.1%, SOLUTION/DROPS, OPHTHALMIC, 5 ML     0.8700  B  
   
DOXAZOSIN MESYLATE                                                                                              
| 1 MG, TABLET, ORAL, 100        0.5918  B  
| 2 MG, TABLET, ORAL, 100        0.5918  B  
| 4 MG, TABLET, ORAL, 100        0.6210  B  
| 8 MG, TABLET, ORAL, 100        0.6518  B  
  
DOXEPIN HYDROCHLORIDE                                                                                         
| EQ 10 MG BASE, CAPSULE, ORAL, 100      0.0891  R  
  EQ 25 MG BASE, CAPSULE, ORAL, 100      0.1822  B  
| EQ 50 MG BASE, CAPSULE, ORAL, 100      0.1447  R  
| EQ 75 MG BASE, CAPSULE, ORAL, 100      0.2052  R  
| EQ 100 MG BASE, CAPSULE, ORAL, 100      0.4174  B  
| EQ 10 MG BASE/ML, CONCENTRATE, ORAL, 120 ML    0.1145  R  
  
DOXYCYCLINE HYCLATE                                                                                            
| EQ 50 MG BASE, CAPSULE, ORAL, 50       0.0840  B  
  EQ 100 MG BASE, CAPSULE, ORAL, 50      0.1050  B  
| EQ 100 MG BASE, TABLET, ORAL, 50       0.1170  B  
  
ERYTHROMYCIN                                                                                                        
 250 MG, CAPSULE, DELAYED REL PELLETS, ORAL, 100     0.1889  B  
| 2%, SOLUTION, TOPICAL, 60 ML       0.0687  B  
  
ESTAZOLAM                                                                                                             
| 1 MG, TABLET, ORAL, 100       0.5925  R  
| 2 MG, TABLET, ORAL, 100        0.6449  R  
  
ESTRADIOL                                                                                                               
| 0.5 MG, TABLET, ORAL, 100        0.1791  B  
| 1 MG, TABLET, ORAL, 100        0.1932  B  
 2 MG, TABLET, ORAL, 100        0.3060  B  
  
ESTROPIPATE                                                                                                           
| 0.75 MG, TABLET, ORAL, 100        0.2754  B  
| 1.5 MG, TABLET, ORAL, 100        0.3450  B  
| 3 MG, TABLET, ORAL, 100        0.8622  B  
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ETODOLAC                                                                                                               
| 200 MG, CAPSULE, ORAL, 100       0.4800  B  
 400 MG, TABLET, ORAL, 100       0.3450  R  
 500 MG, TABLET, ORAL, 100        1.0032  B  
  
FAMOTIDINE  
 20 MG, TABLET, ORAL, 100        0.6210  B  
 40 MG, TABLET, ORAL, 100        1.2000  B  
  
FENOPROFEN CALCIUM                                                                                               
| EQ 600 MG BASE, TABLET, ORAL, 100       0.2400  R  
  
FLUOCINOLONE ACETONIDE  
| 0.01%, SOLUTION, TOPICAL, 60        0.1172  B  
  
FLUOCINONIDE                                                                                                         
 0.05%, CREAM, TOPICAL, 60 GM       0.1789  B  
| 0.05%, GEL, TOPICAL, 60 GM        0.4965  R  
| 0.05%, SOLUTION, TOPICAL, 60 ML       0.2483  R  
  
FLUOROMETHOLONE                                                                                                  
 0.1%, SUSPENSION/DROPS, OPHTHALMIC, 5 ML     1.6590  B  
  
FLUPHENAZINE HYDROCHLORIDE                                                                                 
| 1 MG, TABLET, ORAL, 100        0.2273  B  
 2.5 MG, TABLET, ORAL, 100        0.2775  B  
| 5 MG, TABLET, ORAL, 100        0.3546  B  
| 10 MG, TABLET, ORAL, 100        0.5099  B  
  
FLURAZEPAM HYDROCHLORIDE                                                                                    
| 15 MG, CAPSULE, ORAL, 100        0.0750  R  
| 30 MG, CAPSULE, ORAL, 100        0.0922  R  
  
FLURBIPROFEN                                                                                                         
| 100 MG, TABLET, ORAL, 100       0.3600  B  
  
FLURBIPROFEN SODIUM                                                                                              
| 0.03%, SOLUTION/DROPS, OPHTHALMIC, 2 ML     4.0679  B  
  
FOLIC ACID                                                                                                              
 1 MG, TABLET, ORAL, 100       0.0456  B  
  
FUROSEMIDE                                                                                                            
 10 MG/ML, SOLUTION, ORAL, 60 ML       0.1300  B  
| 20 MG, TABLET, ORAL, 100        0.0453  B  
| 40 MG, TABLET, ORAL, 100        0.0522  B  
| 80 MG, TABLET, ORAL, 100        0.0915  B  
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GEMFIBROZIL                                                                                                           
| 600 MG, TABLET, ORAL, 500        0.2137  B  
  
GENTAMICIN SULFATE                                                                                               
| EQ 0.3% BASE, SOLUTION/DROPS, OPHTHALMIC, 5 ML    0.6540  B  
  
GLIPIZIDE                                                                                                                
| 5 MG, TABLET, ORAL, 100        0.0699  B  
| 10 MG, TABLET, ORAL, 100        0.0944  B  
  
GLYBURIDE                                                                                                              
| 1.5 MG, TABLET, ORAL, 100        0.2549  R 
| 3 MG, TABLET, ORAL, 100        0.3202  R  
  
GRAMICIDIN; NEOMYCIN SULFATE; POLYMYXIN B SULFATE                                                
| 0.025 MG/ML; EQ 1.75 MG BASE/ML; 10,000 UNITS/ML, SOLUTION/DROPS, 
OPHTHALMIC, 10 ML         2.2185  B  
  
GUANFACINE HYDROCHLORIDE                                                                                    
 EQ 1 MG BASE, TABLET, ORAL, 100       0.5250  B  
 EQ 2 MG BASE, TABLET, ORAL, 100       0.7200  B  
  
HALOPERIDOL LACTATE                                                                                             
 EQ 2 MG BASE/ML, CONCENTRATE, ORAL, 120 ML     0.1500  B  
  
HOMATROPINE METHYLBROMIDE; HYDROCODONE BITARTRATE                                             
| 1.5 MG/5 ML; 5 MG/5 ML, SYRUP, ORAL, 480 ML    0.0266  B  
  
HYDRALAZINE HYDROCHLORIDE                                                                                  
 10 MG, TABLET, ORAL, 100        0.0354  B  
 25 MG, TABLET, ORAL, 100        0.0450  B  
  
HYDROCHLOROTHIAZIDE; PROPRANOLOL HYDROCHLORIDE                                                  
 25 MG; 40 MG, TABLET, ORAL, 100       0.0771  B  
| 25 MG; 80 MG, TABLET, ORAL, 100       0.1170  B  
  
HYDROCHLOROTHIAZIDE; SPIRONOLACTONE                                                                   
| 25 MG; 25 MG, TABLET, ORAL, 100       0.3463  B  
  
HYDROCHLOROTHIAZIDE; TRIAMTERENE                                                                        
| 25 MG; 37.5 MG, CAPSULE, ORAL, 100       0.3177  B  
| 25 MG; 37.5 MG, TABLET, ORAL, 100       0.1932  B  
| 50 MG; 75 MG, TABLET, ORAL, 100       0.0488  B  
  
HYDROCORTISONE                                                                                                     
 0.5%, CREAM, TOPICAL, 30 GM        0.0375  B  
| 1%, CREAM, TOPICAL, 30 GM        0.0585  B  
 2.5%, CREAM, TOPICAL, 30 GM       0.1820  B  
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| 1%, LOTION, TOPICAL, 120 ML        0.0675  B  
| 2.5%, LOTION, TOPICAL, 59 ML       0.6814  B  
| 1%, OINTMENT, TOPICAL, 30 GM       0.0560  B  
  
HYDROCORTISONE; NEOMYCIN SULFATE; POLYMYXIN B SULFATE                                         
| 1%; EQ 3.5 MG/ML; 10000U/ML, SUSPENSION/DROPS,  
OPHTHALMIC, 10 ML         2.0145  B  
  
HYDROXYCHLOROQUINE SULFATE                                                                                
 200 MG, TABLET, ORAL, 100        0.8535  B  
  
HYDROXYUREA                                                                                                         
| 500 MG, CAPSULE, ORAL, 100        1.1665  B  
  
HYDROXYZINE HYDROCHLORIDE                                                                                  
| 10 MG/5 ML, SYRUP, ORAL, 480 ML      0.0307  R  
| 10 MG, TABLET, ORAL, 100       0.0321  B  
| 25 MG, TABLET, ORAL, 100        0.0481  B  
| 50 MG, TABLET, ORAL, 100        0.0557  R  
  
HYDROXYZINE PAMOATE                                                                                            
| EQ 25 MG HCL, CAPSULE, ORAL, 100       0.0652  B  
| EQ 50 MG HCL, CAPSULE, ORAL, 100       0.0891  B  
| EQ 100 MG HCL, CAPSULE, ORAL, 100       0.1935  B  
  
IBUPROFEN                                                                                                               
| 400 MG, TABLET, ORAL, 100        0.0493  B  
| 600 MG, TABLET, ORAL, 100        0.0573  B  
| 800 MG, TABLET, ORAL, 100        0.1065  B  
  
IMIPRAMINE HYDROCHLORIDE                                                                                     
| 10 MG, TABLET, ORAL, 100        0.1485  B  
| 25 MG, TABLET, ORAL, 100       0.1677  R  
| 50 MG, TABLET, ORAL, 100        0.2048  B  
  
INDAPAMIDE                                                                                                            
| 1.25 MG, TABLET, ORAL, 100        0.1035  B  
| 2.5 MG, TABLET, ORAL, 100        0.1125  B  
    
ISONIAZID                                                                                                                
| 300 MG, TABLET, ORAL, 100        0.0890  B  
  
ISOSORBIDE DINITRATE                                                                                             
 5 MG, TABLET, ORAL, 100        0.0242  B  
| 10 MG, TABLET, ORAL, 100        0.0281  R  
 20 MG, TABLET, ORAL, 100        0.0291  B  
| 2.5 MG, TABLET, SUBLINGUAL, 100       0.0488  B  
| 5 MG, TABLET, SUBLINGUAL, 100       0.0456  B  
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ISOSORBIDE MONONITRATE                                                                                        
  10 MG, TABLET, ORAL, 100        0.6110  R  
| 20 MG, TABLET, ORAL, 100        0.4688  B  
| 60 MG, TABLET, EXTENDED RELEASE, ORAL, 100     0.7492  B  
  
KETOCONAZOLE                                                                                                        
| 200 MG, TABLET, ORAL, 100        2.7750  B  
  
KETOPROFEN                                                                                                            
 50 MG, CAPSULE, ORAL, 100        0.4749  B  
| 75 MG, CAPSULE, ORAL, 100        0.4058  B  
  
KETOROLAC TROMETHAMINE                                                                                       
| 10 MG, TABLET, ORAL, 100        0.6773  M  
  
LABETALOL HYDROCHLORIDE                                                                                      
| 100 MG, TABLET, ORAL, 100        0.3141  B  
| 200 MG, TABLET, ORAL, 100        0.4437  B  
| 300 MG, TABLET, ORAL, 100        0.5919  B  
  
LACTULOSE                                                                                                              
 10 GM/15 ML, SOLUTION, ORAL, 480 ML      0.0219  B  
  
LEVOBUNOLOL HYDROCHLORIDE                                                                                  
 0.25%, SOLUTION/DROPS, OPHTHALMIC, 10 ML     1.2749  B  
 0.5%, SOLUTION/DROPS, OPHTHALMIC, 10 ML     1.4925  B  
  
LIDOCAINE HYDROCHLORIDE                                                                                      
 2%, SOLUTION, ORAL, 100 ML        0.0278  M  
  
LOPERAMIDE HYDROCHLORIDE                                                                                    
 2 MG, CAPSULE, ORAL, 100        0.1500  B  
  
LORAZEPAM                                                                                                             
 0.5 MG, TABLET, ORAL, 100        0.4350  B  
 1 MG, TABLET, ORAL, 100        0.5718  B  
| 2 MG, TABLET, ORAL, 100        0.5698  B  
  
MECLIZINE HYDROCHLORIDE                                                                                      
| 12.5 MG, TABLET, ORAL, 100        0.0599  B  
| 25 MG, TABLET, ORAL, 100        0.0717  B  
  
MEDROXYPROGESTERONE ACETATE                                                                              
| 2.5 MG, TABLET, ORAL, 100        0.2025  B  
 5 MG, TABLET, ORAL, 100        0.3061  B  
| 10 MG, TABLET, ORAL, 100        0.2488  B  
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MEGESTROL ACETATE                                                                                                
| 20 MG, TABLET, ORAL, 100        0.3489  B  
| 40 MG, TABLET, ORAL, 100        0.6755  B  
  
MEPERIDINE HYDROCHLORIDE                                                                                     
| 50 MG, TABLET, ORAL, 100        0.5370  B  
| 100 MG, TABLET, ORAL, 100        1.0347  B  
  
METHAZOLAMIDE                                                                                                      
| 25 MG, TABLET, ORAL, 100        0.3150  R  
| 50 MG, TABLET, ORAL, 100        0.4650  R  
  
METHENAMINE HIPPURATE                                                                                         
| 1 GM, TABLET, ORAL, 100        0.2923  R  
  
METHOCARBAMOL                                                                                                     
 500 MG, TABLET, ORAL, 100        0.1962  B  
 750 MG, TABLET, ORAL, 100        0.2236  B  
  
METHOTREXATE SODIUM                                                                                            
| EQ 2.5 MG BASE, TABLET, ORAL, 100       1.2637  B  
  
METHYLPHENIDATE HYDROCHLORIDE                                                                            
 5 MG, TABLET, ORAL, 100        0.3020  R  
 10 MG, TABLET, ORAL, 100        0.4224  R  
 20 MG, TABLET, ORAL, 100        0.6180  R  
  
METHYLPREDNISOLONE                                                                                              
| 4 MG, TABLET, ORAL, 100        0.4460  B  
  
METOCLOPRAMIDE HYDROCHLORIDE                                                                             
 EQ 5 MG BASE/5 ML, SOLUTION, ORAL, 480 ML     0.0155  B  
| EQ 5 MG BASE, TABLET, ORAL, 100       0.1842  B  
| EQ 10 MG BASE, TABLET, ORAL, 100       0.1089  B  
  
METOPROLOL TARTRATE                                                                                            
| 50 MG, TABLET, ORAL, 100        0.0703  B  
| 100 MG, TABLET, ORAL, 100        0.0914  B  
  
METRONIDAZOLE                                                                                                      
| 250 MG, TABLET, ORAL, 100        0.0563  B  
 500 MG, TABLET, ORAL, 100        0.1346  B  
  
MEXILETINE HYDROCHLORIDE                                                                                     
| 200 MG, CAPSULE, ORAL, 100        0.9712  R  
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MINOCYCLINE HYDROCHLORIDE                                                                                   
| EQ 50 MG BASE, CAPSULE, ORAL, 100      0.3936  B  
 EQ 100 MG BASE, CAPSULE, ORAL, 50       0.7875  B  
  
MINOXIDIL                                                                                                               
 2.5 MG, TABLET, ORAL, 100        0.3170  B  
 10 MG, TABLET, ORAL, 100        0.6965  B  
  
NADOLOL                                                                                                                 
| 20 MG, TABLET, ORAL, 100        0.3447  R  
| 40 MG, TABLET, ORAL, 100        0.4289  B  
| 80 MG, TABLET, ORAL, 100        0.8025  B  
  
NALTREXONE HYDROCHLORIDE                                                                                    
| 50 MG, TABLET, ORAL, 100        4.0400  B  
  
NAPHAZOLINE HYDROCHLORIDE                                                                                  
 0.1%, SOLUTION/DROPS, OPHTHALMIC, 15 ML     0.3140  B  
  
NAPROXEN                                                                                                               
| 250 MG, TABLET, ORAL, 100        0.1044  R  
| 375 MG, TABLET, ORAL, 100        0.1383  R  
| 500 MG, TABLET, ORAL, 100        0.1697  B  
| 375 MG, TABLET, DELAYED RELEASE, ORAL, 100     0.6750  B  
  
NAPROXEN SODIUM                                                                                                   
| EQ 250 MG BASE, TABLET, ORAL, 100       0.1325  B  
| EQ 500 MG BASE, TABLET, ORAL, 100       0.1895  B  
  
NIACIN                                                                                                                    
 500 MG, TABLET, ORAL, 100        0.0390  B  
  
NICARDIPINE HYDROCHLORIDE                                                                                    
 20 MG, CAPSULE, ORAL, 100        0.3375  B  
 30 MG, CAPSULE, ORAL, 100        0.4050  B  
  
NIFEDIPINE                                                                                                              
| 10 MG, CAPSULE, ORAL, 100        0.1237  B  
  
NITROFURANTOIN, MACROCRYSTALLINE                                                                        
 50 MG, CAPSULE, ORAL, 100       0.5040  R  
| 100 MG, CAPSULE, ORAL, 100        0.8474  B  
  
NITROGLYCERIN                                                                                                       
| 0.2 MG/HR, FILM, EXTENDED RELEASE, TRANSDERMAL, 30   1.0175  B  
| 0.4 MG/HR, FILM, EXTENDED RELEASE, TRANSDERMAL, 30   1.2000  B  
| 0.6 MG/HR, FILM, EXTENDED RELEASE, TRANSDERMAL, 30   1.7000  B  
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NORTRIPTYLINE HYDROCHLORIDE                                                                                
  EQ 10 MG BASE, CAPSULE, ORAL, 100      0.1019  B  
| EQ 25 MG BASE, CAPSULE, ORAL, 100      0.1406  B  
  EQ 50 MG BASE, CAPSULE, ORAL, 100      0.1722  B  
| EQ 75 MG BASE, CAPSULE, ORAL, 100      0.2085  B  
  
NYSTATIN                                                                                                                
  100,000 UNITS/GM, CREAM, TOPICAL, 30 GM     0.0755  B  
| 100,000 UNITS/GM, OINTMENT, TOPICAL, 15 GM     0.1019  B  
| 100,000 UNITS/ML, SUSPENSION, ORAL, 60 ML     0.0750  R  
  
NYSTATIN; TRIAMCINOLONE ACETONIDE                                                                       
| 100,000 UNITS/GM; 0.1%, CREAM, TOPICAL, 30 GM     0.0975  B  
 100,000 UNITS/GM; 0.1%, OINTMENT, TOPICAL, 30 GM    0.0975  B  
  
ORPHENADRINE CITRATE                                                                                            
| 100 MG, TABLET, EXTENDED RELEASE, ORAL, 100    1.8225  B  
  
OXAZEPAM                                                                                                               
| 10 MG, CAPSULE, ORAL, 100        0.2963  B  
| 15 MG, CAPSULE, ORAL, 100        0.3749  B  
| 30 MG, CAPSULE, ORAL, 100        1.1196  R  
  
OXYBUTYNIN CHLORIDE                                                                                             
| 5 MG, TABLET, ORAL, 100        0.1260  R  
 
PENICILLIN V POTASSIUM                                                                                          
 EQ 250 MG BASE/5 ML, POWDER FOR RECONSTITUTION, ORAL, 200  0.0165  B  
  
PENTOXIFYLLINE                                                                                                      
 400 MG, TABLET, EXTENDED RELEASE, ORAL, 100     0.3147  B  
  
PERPHENAZINE                                                                                                         
 2 MG, TABLET, ORAL, 100        0.2801  R  
 4 MG, TABLET, ORAL, 100        0.3448  B  
| 8 MG, TABLET, ORAL, 100        0.3830  R  
| 16 MG, TABLET, ORAL, 100       0.6377  R  
  
PINDOLOL                                                                                                                
 5 MG, TABLET, ORAL, 100        0.1537  B  
 10 MG, TABLET, ORAL, 100        0.1973  B  
  
PIROXICAM                                                                                                              
| 10 MG, CAPSULE, ORAL, 100        0.0891  B  
| 20 MG, CAPSULE, ORAL, 100        0.1131  B  
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POLYMYXIN B SULFATE; TRIMETHOPRIM SULFATE                                                           
 10,000 UNITS/ML; EQ 1 MG BASE/ML, SOLUTION/DROPS,  
OPHTHALMIC, 10 ML         1.2360  B  
  
POTASSIUM CHLORIDE                                                                                               
 8 MEQ, TABLET, EXTENDED RELEASE, ORAL, 100     0.0772  B  
  
PRAZOSIN HYDROCHLORIDE                                                                                        
| EQ 1 MG BASE, CAPSULE, ORAL, 100       0.1335  B  
| EQ 5 MG BASE, CAPSULE, ORAL, 100       0.4328  B  
  
PREDNISOLONE                                                                                                         
| 15 MG/5 ML, SYRUP, ORAL, 480 ML       0.2081  B  
  
PREDNISOLONE ACETATE                                                                                            
| 1%, SUSPENSION/DROPS, OPHTHALMIC, 10 ML     1.6950  B  
  
PREDNISONE                                                                                                             
| 5 MG, TABLET, ORAL, 100        0.0330  B  
 10 MG, TABLET, ORAL, 100        0.0548  B  
| 20 MG, TABLET, ORAL, 100        0.0758  B  
  
PRIMIDONE                                                                                                               
| 250 MG, TABLET, ORAL, 100        0.3750  R  
  
PROBENECID                                                                                                             
 500 MG, TABLET, ORAL, 100        0.7059  B  
  
PROCHLORPERAZINE MALEATE                                                                                    
 EQ 5 MG BASE, TABLET, ORAL, 100       0.3986  B  
 EQ 10 MG BASE, TABLET, ORAL, 100       0.5766  B  
  
PROMETHAZINE HYDROCHLORIDE                                                                                 
| 6.25 MG/5 ML, SYRUP, ORAL, 120 ML       0.0264  B  
  
PROPRANOLOL HYDROCHLORIDE                                                                                  
| 10 MG, TABLET, ORAL, 100        0.0585  B  
| 20 MG, TABLET, ORAL, 100        0.0413  B  
| 40 MG, TABLET, ORAL, 100        0.0457  B  
| 60 MG, TABLET, ORAL, 100        0.0442  B  
| 80 MG, TABLET, ORAL, 100        0.1140  B  
  
PSEUDOEPHEDRINE HYDROCHLORIDE; TRIPROLIDINE HYDROCHLORIDE                                   
| 60 MG; 2.5 MG, TABLET, ORAL, 100       0.0336  B  
  
QUINIDINE GLUCONATE                                                                                              
 324 MG, TABLET, EXTENDED RELEASE, ORAL, 100     0.4200  R  
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RANITIDINE HYDROCHLORIDE                                                                                     
 EQ 150 MG BASE, TABLET, ORAL, 100       0.3411  R  
| EQ 300 MG BASE, TABLET, ORAL, 30       0.3180  B  
  
SELEGILINE HYDROCHLORIDE                                                                                     
| 5 MG, TABLET, ORAL, 60        0.7658  R  
  
SELENIUM SULFIDE                                                                                                   
 2.5%, LOTION/SHAMPOO, TOPICAL, 120 ML      0.0351  B  
 
SPIRONOLACTONE                                                                                                     
| 25 MG, TABLET, ORAL, 100        0.2984  R  
  
SUCRALFATE                                                                                                            
 1 GM, TABLET, ORAL, 100        0.3690  B  
  
SULFACETAMIDE SODIUM                                                                                           
 10%, SOLUTION/DROPS, OPHTHALMIC, 15 ML     0.1530  B  
  
SULFAMETHOXAZOLE; TRIMETHOPRIM                                                                           
 200 MG/5 ML; 40 MG/5 ML, SUSPENSION, ORAL, 480 ML    0.0234  B  
 400 MG; 80 MG, TABLET, ORAL, 100       0.1325  B  
| 800 MG; 160 MG, TABLET, ORAL, 100       0.1590  B  
  
SULFASALAZINE                                                                                                       
| 500 MG, TABLET, ORAL, 100        0.1757  B  
  
SULINDAC                                                                                                                
| 150 MG, TABLET, ORAL, 100        0.2625  B  
 200 MG, TABLET, ORAL, 100        0.3494  B  
  
TEMAZEPAM                                                                                                             
 15 MG, CAPSULE, ORAL, 100        0.1298  B  
 30 MG, CAPSULE, ORAL, 100        0.1560  B  
  
TERAZOSIN HYDROCHLORIDE                                                                                      
| EQ 1 MG BASE, CAPSULE, ORAL, 100       1.5413  B  
| EQ 2 MG BASE, CAPSULE, ORAL, 100       1.5413  B  
| EQ 5 MG BASE, CAPSULE, ORAL, 100       1.5413  B  
| EQ 10 MG BASE, CAPSULE, ORAL, 100      1.5413  B  
  
TETRACYCLINE HYDROCHLORIDE                                                                                 
| 500 MG, CAPSULE, ORAL, 100        0.0975  B  
  
THEOPHYLLINE                                                                                                         
 100 MG, TABLET, EXTENDED RELEASE, ORAL, 100     0.0844  B  
| 200 MG, TABLET, EXTENDED RELEASE, ORAL, 100    0.1607  B  
| 300 MG, TABLET, EXTENDED RELEASE, ORAL, 100    0.1593  B  
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THIORIDAZINE HYDROCHLORIDE                                                                                  
| 10 MG, TABLET, ORAL, 100        0.1365  B  
| 25 MG, TABLET, ORAL, 100        0.1787  B  
 50 MG, TABLET, ORAL, 100        0.1759  B  
| 100 MG, TABLET, ORAL, 100        0.3825  R  
  
THIOTHIXENE                                                                                                           
| 1 MG, CAPSULE, ORAL, 100        0.1329  B  
| 2 MG, CAPSULE, ORAL, 100        0.1860  B  
| 5 MG, CAPSULE, ORAL, 100        0.2963  B  
| 10 MG, CAPSULE, ORAL, 100        0.4065  B  
  
TICLOPIDINE HYDROCHLORIDE                                                                                    
| 250 MG, TABLET, ORAL, 60        1.5119  B  
  
TIMOLOL MALEATE                                                                                                    
| EQ 0.25% BASE, SOLUTION/DROPS, OPHTHALMIC, 10 ML    0.6975  B  
| EQ 0.5% BASE, SOLUTION/DROPS, OPHTHALMIC, 15 ML    0.9000  B  
|   
TOBRAMYCIN                                                                                                            
| 0.3%, SOLUTION/DROPS, OPHTHALMIC, 5 ML     1.1850  M  
  
TOLAZAMIDE                                                                                                            
| 250 MG, TABLET, ORAL, 100        0.1864  B  
  
TRAZODONE HYDROCHLORIDE                                                                                     
| 50 MG, TABLET, ORAL, 100        0.0684  R  
 100 MG, TABLET, ORAL, 100        0.0952  B  
| 150 MG, TABLET, ORAL, 100        0.3113  B  
 
TRIAMCINOLONE ACETONIDE                                                                                      
| 0.025%, CREAM, TOPICAL, 80 GM       0.0364  B  
| 0.1%, CREAM, TOPICAL, 80 GM        0.0422  B  
 0.5%, CREAM, TOPICAL, 15 GM        0.1889  B  
 0.1%, LOTION, TOPICAL, 60 ML        0.1215  B  
 0.1%, OINTMENT, TOPICAL, 80 GM       0.0502  B  
| 0.1%, PASTE, DENTAL, 5 GM        0.8280  B  
  
TRIAZOLAM                                                                                                              
 0.125 MG, TABLET, ORAL, 10        0.4041  B  
  
TRIFLUOPERAZINE HYDROCHLORIDE                                                                             
 EQ 1 MG BASE, TABLET, ORAL, 100       0.2433  B  
 EQ 2 MG BASE, TABLET, ORAL, 100       0.3552  B  
| EQ 5 MG BASE, TABLET, ORAL, 100       0.4271  B  
 EQ 10 MG BASE, TABLET, ORAL, 100       0.5403  B  
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TRIHEXYPHENIDYL HYDROCHLORIDE                                                                            
| 2 MG, TABLET, ORAL, 100        0.1275  B  
| 5 MG, TABLET, ORAL, 100        0.2580  B  
  
TROPICAMIDE                                                                                                           
 0.5%, SOLUTION/DROPS, OPHTHALMIC, 15 ML     0.6550  B  
 1%, SOLUTION/DROPS, OPHTHALMIC, 15 ML     0.7000  B  
  
VALPROIC ACID                                                                                                        
| 250 MG, CAPSULE, ORAL, 100        0.1882  B  
| 250 MG/5 ML, SYRUP, ORAL, 480 ML       0.0594  M  
  
VERAPAMIL HYDROCHLORIDE                                                                                      
 120 MG, CAPSULE, EXTENDED RELEASE, ORAL, 100    0.8250  B  
 180 MG, CAPSULE, EXTENDED RELEASE, ORAL, 100    0.8700  B  
 240 MG, CAPSULE, EXTENDED RELEASE, ORAL, 100    0.9900  B  
| 40 MG, TABLET, ORAL, 100        0.1963  B  
| 80 MG, TABLET, ORAL, 100        0.0623  B  
 120 MG, TABLET, ORAL, 100       0.0861  B  
| 180 MG, TABLET, EXTENDED RELEASE, ORAL, 100    0.4350  B  
| 240 MG, TABLET, EXTENDED RELEASE, ORAL, 100    0.3593  B  
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DEPARTMENT OF HEALTH & HUMAN SERVlCES 

DEC 1 2000 

Alan H. Kaplan, Esq. 
Bonnie B. Anderson, Esq. 
Kleinfeld, Kaplan and Becker 
1140 Nmeteenth Street, N.W. 
Washington, DC 20036-6601 

Mr. Robert S. Milanese 
President 

9770 

National Association of Pharmaceutical Manufacturers 
320 Old Country Road 
Garden City, NY 11530 

'OC) 

Food and DnIg Adn*1i1tration 
Roclc* MD 20857 

fir:\' -6 p·?·o 1 ..... , - .. 1 1:.... 

Re: Docket Nos. 95P-0262/CP 1 and 96P-0317/CP 1 

Dear Ms. Anderson and Messrs. Kaplan and Milanese: 

This is in response to your above-referenced petitions dated August 11, 1995, and August 27, 
1996, respectively. The Agency is sending a combined response to your petitions because the 
petitions are making essentially the same request. The petition submitted by Kleinfeld, Kaplan 
and Becker (KKB Petition, 95P-0262/CP1) requests revisions to the Food and Drug 
Administration (FDA) publication Approved Drug Products with Therapeutic Equivalence 
Evaluations (the Orange Book) and to the definitions of pharmaceutical equivalents and 
pharmaceutical alternatives at 21 CFR 320. 1 (c) and (d), so that bioequivalent tablets and capsules 
approved under section 505(j) of the Federal Food, Drug, and Cosmetic Act (the Act) (21 U.S.C. 
355(j» would be regarded as the same dosage form. The petition submitted by the National 
Association of Pharmaceutical Manufacturers (NAPMPetition, 96P-0317/CP1) requests that the 
FDA recognize all solid oral dosage form drug products (e.g., tablets and capsules) as the same 
dosage form, both under the Act and for all purposes when listing them in the Orange Book and 
elsewhere, and that, upon a showing ofbioequivalence, the FDA should consider such products to 
be pharmaceutical equivalents, rather than pharmaceutical alternatives (NAPM Petition at 2-3 and 
7). The Agency has given careful consideration to your requests, including opening a public 
docket for comment, and for the reasons that follow, your petitions are denied. 

Background 

The Orange Book lists drug products approved by the FDA, under section 505 of the Act, on the 
basis of evidence of safety and effectiveness. The Orange Book also contains therapeutic 
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equivalence evaluations for approved multi source prescription drug products. These therapeutic 
equivalence evaluations are intended to provide public information and advice to state health 
agencies, prescribers, and pharmacists, as well as to promote public education in the area of drug 
product selection. 

The Orange Book provides the following explanation of the concept of therapeutic equivalence: 

Therapeutic Equivalents. Drug products are considered to be therapeutic 
equivalents only if they are pharmaceutical equivalents! and if they can be expected 
to have the same clinical effect and safety profile when administered to patients 
under the conditions specified in the labeling. 

FDA classifies as therapeutically equivalent those products that meet the following 
general criteria: (1) they are approved as safe and effective; (2) they are 
pharmaceutical equivalents in that they (a) contain identical amounts of the same 
active drug ingredient in the same dosage form and route of administration, and . 
. .. (Emphasis added; Orange Book, p. viii) 

Because tablets and capsules have been considered distinct dosage forms, tablets and capsules 
containing the same active ingredient in the same strength are regarded as pharmaceutical 
alternatives,2 and therefore are not listed in the Orange Book as therapeutic equivalents even if 
bioequivalence has been demonstrated. 

1 FDA regulations defme phllJlIlaceutical equivalents as follows: 

Pharmaceutical equivalenu means drug products that contain identical amounts of the 
identical active ingredient, i.e., the same salt or ester of the same therapeutic moiety, in 
identical dosage forms, but not necessarily containing the same inactive ingredients, and 
that meet the identical compendial or other applicable standard of identity, strength. quality, 
and purity, including potency and, where applicable, content uniformity, disintegration times 
and/or dissolution rates. (Emphasis added; 21 CFR 320 .1 (c» 

2 PhllJlIlaceutical alternatives are defined as follows: 

Pharmaceutical alternatives means drug products that contain the identical therapeutic 
moiety, or its precursor, but not necessarily in the same amount or dosage form or as the 
same salt or ester. Each such drug product individually meets either the identical or its own 
respective compendial or other applicable standard of identity, strength, quality, and purity, 
including potency and, where applicable, content uniformity, disintegration times and/or 
dissolution rates. (21 CFR 320. 1 (d» 

2 
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Discussion 

The KKB Petition asks that FDA change its policy with respect to tablets and capsules shown to 
be bioequivalent, and asks that the Orange Book: 

henceforth include. . . appropriate entries that show for each tablet, capsule or 
other solid oral dosage form drug product approved under §505G) of the Act that, 
by reason of such approval, the drug product has been demonstrated to be 
bioequivalent and otherwise comparable to the reference listed drug cited in its 
ANnA (in the manner required by §505(j)(2)(A)(i) through (v» and that the 
ANnA'd drug product is therefore therapeutically equivalent to that listed drug. 
(KKB Petition at 1) 

The K.KB Petition also requests that the FDA change the Orange Book designations "Tablet, 
Oral" and "Capsule, Oral," to "Solid, Oral," and revise the definitions of "Pharmaceutical 
equivalents" and "Pharmaceutical alternatives" at § 320 .1 (c) and (d) and in the Orange Book to 
accommodate the requested changes. The petition asserts as the factual basis for this request that 
"the potential interchangeability between [tablets and capsules], to our knowledge, raises no 
medical or scientific issues whatsoever." (KKB Petition at 8) 

The NAPM Petition expresses concern that some innovator firms, whose period of marketing 
protection is about to expire, have succeeded in delaying generic competition by voluntarily 
withdrawing the new drug application (NDA) for the tablet formulation of a product and 
submitting a second NDA for the drug product in capsule form. In order to prevent this tactic, 
the petition requests that the FDA consider tablets and capsules to be the same dosage form. 

The NAPM Petition claims this is a problem created by FDA oversight and a now allegedly out­
of-date policy of treating tablets and capsules as pharmaceutical alternatives rather than 
pharmaceutical equivalents. (NAPM Petition at 5 and 6) The petition argues that: 

tablets and capsules are more properly regarded as a single dosage form, i.e., solid 
oral dosage forms. This is true as a matter of common sense and logic, and also 
because once bioequivalence is established, there is no scientific basis for 
distinguishing between tablets and capsules as a single type of oral dosage form. 
(NAPM Petition at 6) 

In an effort to give careful consideration to the ideas put forth in your petitions, the Agency 
requested public comment on the petitions in the Federal Register of March 28, 1997 (62 FR 
14917). Several comments agreed with you in advocating a limited change to the existing system 

3 
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that would permit tablets and capsules with the identical active ingredient in the identical strength 
that have been demonstrated to be bioequivalent to be listed as therapeutically equivalent in the 
Orange Book. Other comments to the Federal Register notice, however, strongly indicated that 
patients and healthcare practitioners have expectations about the form of drug products, as well as 
expectations about the rate and extent of absorption of the drug (bioequivalence). After fully 
considering the claims made in both petitions and the comments received on the petitions, the 
Agency finds there is a sound basis for making and preserving the distinction between tablets and 
capsules. 

Except when approved pursuant to a suitability petition, the Act requires that there be information 
in an abbreviated new drug application (ANDA) to show that the dosage form of the proposed 
generic drug is the same as that of the listed drug (21 U.S.C. 355G)(2)(A)(iii». This requirement 
is in addition to the requirement that the ANDA contain "information to show that the new drug 
is bioequivalent to the listed drug .... " (21 U.S.c. 355(j)(2)(A)(iv» 

Although dosage form is not defined in the Act,3 FDA has consistently distinguished dosage forms 
on the basis of "the physical appearance of the drug and the way it is administered," and has 
declined to make dosage form distinctions on the basis of pharmacologic action (FDA Docket No. 
98P-0421, Aug, 12, 1997, response to petition filed by Pfizer, Inc., and FDA Docket No. 96P-
0459, November 2, 1998, response to citizen petition filed by Novartis). As FDA stated in the 
response to Novartis' citizen petition: "Consistent with the ideas of 'gross' recognition, dosing, 
and manner of administration, dosage form is generally determined based on the physical form of 
the product prior to dispensing to the patient" (Response to petition filed by Novartis, at 12). In 
Warner Lambert v. Shalala, 202 F.2d 326 (D.C. Cir. 2000), the court concluded that FDA has 
been consistent in its dosage form classifications and that the Agency's distinctions among dosage 
forms is not arbitrary and capricious. 

Dosage form implies a route of administration (one that it may share with other dosage forms) 
and certain physical characteristics that distinguish it from other forms using the same route of 
administration. The distinction between tablets and capsules, therefore, relates to physical form. 
This distinction is reflected in pharmaceutical texts such as Remington's Pharmaceutical 
Sciences. Most importantly, the distinction is made in the United States Pharmacopeia (USP). 
Chapter 1151 of the USP 23's General Information section is entitled "Pharmaceutical Dosage 
Forms" and discusses oral tablets and capsules as distinct dosage forms. The list of dosage forms 
in Appendix C of the Orange Book is generally derived from the forms used by the USP in its 
drug monographs. 

3 However, in FDA's regulations, the term is used in the definition of "drug product," which is defined as "a 
finished dosage form. for example, tablet, capsule, or solution, that contains a drug substance .... " (21 eFR 314.3(b» 

4 
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The physical form distinction between tablets and capsules is especially significant to patients and 
healthcare practitioners. The most important patient/practitioner distinctions between tablets and 
capsules have to do with ease of swallowing and scorability. Most of the comments received on 
the petitions stated that capsules are easier to swallow. In fact, consumer preference for capsules 
has "prompted pharmaceutical manufacturers to market the product in capsule form even though 
the product already has been produced in tablet form" (Remington's Pharmaceutical SCiences 
1659 (18th ed. 1990». However, as the American Medical Association has stated, while capsules 
are easier for some people to swallow, tablets are easier for others, and substitution of a 
nonpreferred dosage form could have a negative therapeutic outcome for those patients who are 
only able to swallow a specific dosage form. Tablets, especially if they are scored, can be divided 
to provide a smaller dose. Scored tablets are also used for titration. Some capsules, on the other 
hand, can be opened and sprinkled on food to make ingestion easier. These different dosage form 
capacities have particular significance for children and the elderly. 

The choice of drug products available to patients today is affected by institutions (state 
formularies, HMOs, PPOs, insurance companies, hospitals) for whom cost is a primary 
consideration. The fact that cost is a predominant consideration means that if the dosage form is 
obscured or disregarded (tablets and capsules are both solid oral dosage forms), the institutions 
making drug selection decisions will choose, and stock or mandate, the cheapest dosage form, and 
patients will be deprived of a choice that may be significant to them. 

Commenters stated that confusion about changing dosage forms would be a special problem for 
those taking many medications, such as the elderly, who may be particularly reliant on the 
appearance of their medications; such switches could affect patient compliance and lead to 
negative therapeutic outcomes. 

In addition to the scientific argument that tablets and capsules are interchangeable, the KKB 
Petition presents the following argument based on the 1984 Drug Price Competition and Patent 
Term Restoration Act (1984 Amendments): 

[p]rovisions of the 1984 Amendment made obsolete the exclusion from the 
Orange Book of therapeutic equivalence eligibility for approved drug products 
that, by reason of dosage form alone, have been considered pharmaceutical 
alternatives and not pharmaceutical equivalents to their reference listed drug. 

Under the policy reflected in §505G)(2)(F), an ANDA for a drug that is not 
pharmaceutically equivalent to a reference-listed drug, but is a pharmaceutical 
alternative to that drug, should be shown in the Orange Book as therapeutically 
equivalent when it is approved pursuant to a suitability petition under 
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§505(j)(2)(C) because of the statutory requirement that ''the active ingredients of [tbat 
drug] are of the same pharmacological or therapeutic class as those of the listed drug 
referred to in paragraph (2)(A)(i) and [the drug] can be expected to have the same 
therapeutic effect as the listed drug when administered to patients for a condition of use 
referred to in such paragraph." (KKB Petition at 4-5) 

FDA disagrees with your interpretation of the intent of the 1984 Amendments. Although a 
generic drug approved pursuant to a suitability petition under section 505(j)(2)(C) may have the 
same therapeutic effect as the reference listed drug, it does not follow that these drugs would be 
considered therapeutically equivalent under FDA's approach to assigning therapeutic equivalence 
ratings. The Agency's approach to assigning therapeutic equivalence ratings is more 
comprehensive than the concept of therapeutic effect. To determine whether a product proposed 
in a suitability petition will have the same therapeutic effect as the listed drug, FDA evaluates the 
data submitted in the petition regarding the proposed product's effectiveness and safety. These 
data may include comparative bioavailability information; studies intended to rule out unlikely 
safety problems, such as data from acute animal studies (see 54 FR 28872 at 28880, July 10, 
1989)~ or data showing that an alternative active ingredient in a combination product is of the 
same pharmacological or therapeutic class. When FDA considers whether two drug products 
should be rated as therapeutically equivalent, however, FDA evaluates additional factors such as 
whether the drugs are pharmaceutical equivalents, whether they are bioequivalent, whether they 
are adequately labeled, and whether they are manufactured in compliance with current good 
manufacturing practices. 

Accordingly, because pharmaceutically equivalent drug products must have identical dosage 
forms, two drug products with different dosage forms would not be evaluated as therapeutically 
equivalent. As stated above, FDA distinguishes dosage forms on the basis of the physical 
appearance of the drug and the way it is administered, and the Agency has sound medical reasons 
for making such distinctions. The significance of the distinctions between capsules and tablets is 
discussed above. These distinctions take into account patient compliance, ease of use, and 
handling by pharmacists. The importance of maintaining dosage form distinctions is also apparent 
with other dosage forms, such as oral liquids, rectal suppositories, or even injectables, which 
similarly should not be rated as therapeutically equivalent merely on the basis of their being found 
to have comparable bioavailability profiles or to have the same therapeutic effect. 

FDA has carefully considered the policy changes suggested in your petitions and has concluded 
that they would not be in the public interest. In sum, the FDA has concluded that patients and 
healthcare practitioners have a significant interest in, and legitimate concerns regarding, the form 
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0001 
 1   - - - - - - - - - - - - - x 
 2   In re:                    : 
 3   The Investigation of Par  :    CONFIDENTIAL 
 4   Pharmaceuticals, Inc.     : 
 5   - - - - - - - - - - - - - x 
 6    
 7                              Washington, D.C. 
 8                              Thursday, June 19, 2008 
 9    
10             Examination under Oath of JULIE 
11   TRENDOWICZ, a witness herein, called for examination 
12   by counsel for the State of Florida in the 
13   above-entitled matter, pursuant to notice, the 
14   witness being duly sworn by KAREN YOUNG, a Notary 
15   Public in and for the District of Columbia, taken at 
16   the offices of the Federal Bureau of Investigation, 
17   935 Pennsylvania Avenue, Northwest, Washington, 
18   D.C., at 9:15 a.m. on Thursday, June 19, 2008, and 
19   the proceedings being taken down by Stenotype by 
20   KAREN YOUNG, and transcribed under her direction. 
21    
22    
0002 
 1   APPEARANCES: 
 2    
 3       On Behalf of the Federal Bureau of 
 4          Investigation: 
 5             KRAY I. TE, ESQ. 
 6             Federal Bureau of Investigation 
 7             4343 Commerce Court 
 8             Lisle, Illinois 60532 
 9             (630) 577-3408 
10    
11       On Behalf of the State of Michigan: 
12             THOMAS S. MARKS, ESQ. 
13             State of Michigan 
14             Health Care Fraud Division 
15             P.O. Box 30218 
16             Lansing, Michigan 48909 
17             markst@michigan.gov 
18             (517) 241-6500 
19    
20    
21    
22    
0003 
 1   APPEARANCES: (Cont'd.) 
 2    
 3       On Behalf of the State of Florida: 
 4             GRETCHEN H. WALLACE, ESQ. 
 5             Office of the Attorney General 
 6             State of Florida 
 7             PL-01, The Capitol 



 8             Tallahassee, Florida 32399-1050 
 9             gretchen.wallace@myfloridalegal.com 
10             (850) 414-3600 
11    
12       On Behalf of the State of Texas: 
13             RICHARD E. SALISBURY, ESQ. 
14             Assistant Attorney General 
15             Civil Medicaid Fraud Section 
16             PO Box 12548 
17             Austin, Texas 78711-2548 
18             richard.salisbury@oag.state.tx.us 
19             (512) 936-1576 
20    
21    
22    
0004 
 1   APPEARANCES: (Cont'd.) 
 2    
 3       On Behalf of the State of Tennessee: 
 4             PETER M. COUGHLAN, ESQ. 
 5             State of Tennessee Attorney General 
 6             Antitrust Division 
 7             PO Box 20207 
 8             Nashville, Tennessee 37202-0207 
 9             Peter.Coughlan@state.tn.us 
10             (615) 741-1026 
11    
12       On Behalf of the Commonwealth of Virginia: 
13             LELIA BECK, ESQ. 
14             Assistant Attorney General 
15             Commonwealth of Virginia 
16             Office of the Attorney General 
17             900 East Main Street 
18             Richmond, Virginia 23219 
19             lbeck@oag.state.va.us 
20             (804) 371-2146 
21    
22    
0005 
 1   APPEARANCES: (Cont'd.) 
 2    
 3       On Behalf of Par Pharmaceutical, Inc. and the 
 4          Witness: 
 5             PAUL K. DUEFFERT, ESQ. 
 6             KATHERINE LEONG, ESQ. 
 7             Williams & Connolly LLP 
 8             725 Twelfth Street, Northwest 
 9             Washington, D.C. 20005 
10             pdueffert@wc.com 
11             kleong@wc.com 
12             (202) 434-5097 
13    
14    
15    



16    
17    
18    
19    
20    
21    
22    
0006 
 1                  C  O  N  T  E  N  T  S 
 2   THE WITNESS:  JULIE TRENDOWICZ                    PAGE 
 3                 By Ms. Wallace                         7 
 4    
 5    
 6    
 7    
 8                     E X H I B I T S 
 9   TRENDOWICZ EXHIBIT NO.                            PAGE 
10   1    Presentation, PAR-VA 0100487 - PAR-VA 58        
11            0100517                                    60 
12   2    Walgreens' Ranitidine Analysis,               138 
13            Tablets vs. Gelcaps 
14   3    Presentation, PAR-VA 0127045 - PAR-VA         187 
15            0127063 
16   4    Presentation, Par Fluoxetine Launch           245 
17            August 2001 
18    
19    
20    
21    
22    
0007 
 1                         -  -  - 
 2                  P R O C E E D I N G S 
 3   Whereupon, 
 4                    JULIE TRENDOWICZ, 
 5             residing at 118 Beach Street, Cohasset, 
 6             Massachusetts, called for 
 7             examination by counsel for 
 8             the State of Florida and having been duly 
 9             sworn by the Notary Public, was examined 
10             and testified as follows: 
11                         -  -  - 
12     EXAMINATION BY COUNSEL FOR THE STATE OF FLORIDA 
13             BY MS. WALLACE: 
14       Q.    Good morning, Ms. Trendowicz. 
15       A.    Good morning. 
16       Q.    Am I pronouncing your name correctly? 
17       A.    Yes. 
18       Q.    Would you please state your full name? 
19       A.    Julie Trendowicz. 
20       Q.    And your home address currently? 
21       A.    118 Beach Street, B-E-A-C-H, in Cohasset, 
22   Massachusetts. 
0008 



18       A.    I know definitely Nick was.  I don't know 
19   who else was. 
20       Q.    Do you know what a MAC impact has on 
21   Medicaid reimbursement? 
22       A.    No. 
0128 
 1       Q.    Has anybody ever talked to you about that? 
 2       A.    Maybe a customer.  Nobody from Par. 
 3       Q.    Did Par ever market their products in your 
 4   presence based upon a comparison of Par drugs that 
 5   were not subject to a MAC versus drugs that were not 
 6   Par drugs that were subject to a MAC? 
 7             MR. DUEFFERT:  Objection to form. 
 8       A.    That's -- can you make it into smaller 
 9   pieces? 
10       Q.    Yes.  Let's just go through it very 
11   carefully. 
12       A.    Okay. 
13       Q.    Were you ever present when Par marketed a 
14   product, a Par product, wherein the comparison was 
15   made between a Par product that was not subject to a 
16   MAC versus a comparison of a non-Par product that 
17   was subject to a MAC? 
18       A.    Yes. 
19       Q.    What drugs were those? 
20       A.    The fluoxetine 20 milligram tablets. 
21       Q.    Any other drugs? 
22       A.    No. 
0129 
 1       Q.    And in what form did you see those 
 2   marketing materials where those comparisons were 
 3   made? 
 4             MR. DUEFFERT:  Objection to form. 
 5       A.    You mean in written -- it was in written 
 6   form. 
 7       Q.    It was in written form, okay.  Were they 
 8   on eight and a half by 11 sheets of paper or -- 
 9       A.    Yes. 
10       Q.    Spreadsheets? 
11       A.    Standard size. 
12       Q.    Okay, and do you recall what was on the 
13   document? 
14       A.    No.  It would have been a lot of pages 
15   similar to this, but it would have talked -- spoken 
16   to, you know, the product, when it was expected to 
17   be launched, the benefits -- if there were benefits 
18   of that product versus the -- a competitor's 
19   product.  It might have had a financial component to 
20   it. 
21       Q.    And these documents -- were they presented 
22   all at the same time to a customer? 
0130 
 1       A.    Yes, yes. 
 2       Q.    And what customers were presented with the 
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 18        Q.    Your objection is noted. 
 19        A.    I'm just reading through the letter and it 
 20   does indicate that details of this program, as well 
 21   as a net pricing comparison to Mylan's 15 milligram 
 22   tablet, are attached.  I don't know why we would 
00455 
  1   include the Walgreens Ranitidine analysis with the 
  2   Buspirone. 
  3        Q.    Well, they bear the same dates, do they 
  4   not? 
  5        A.    Absolutely.  But if we are trying to give 
  6   them an offer on the Buspirone, we would not include 
  7   another product, unless that was, if there was an 
  8   offer letter or if that was included on the offer 
  9   letter. 
 10        Q.    Did you discuss these two scenarios, the 
 11   last two pages of the document with Mr. Ziebell? 
 12        A.    I don't remember. 
 13        Q.    Well, this was drafted, these two pages 
 14   were drafted up for the purposes of marketing, wasn't 
 15   it? 
 16              MR. DUEFFERT:  Objection.  Form. 
 17   Foundation. 
 18              THE WITNESS:  These are analysis that Nick 
 19   would do.  I mean, sometimes, you know, he would just 
 20   play around with numbers and things and didn't 
 21   necessarily show everything to a customer.  You know, 
 22   this 80 million dollars profit, you know, is a 
00456 
  1   calculation that he has done.  You know, Walgreens 
  2   would be looking at that, and checking it and doing 
  3   their own analysis. 
  4              So I don't know if I would have spoken 
  5   with him about it because, you know, I don't know the 
  6   AWP minus 25 percent plus $3, you know, I don't know 
  7   where some of these numbers come from.  I would not 
  8   have spoken unless I really understood what I was 
  9   saying to him. 
 10              BY MS. WALLACE: 
 11        Q.    Of what value would these sheets of paper 
 12   be to Par without sharing these types of analysis 
 13   with a customer? 
 14              MR. DUEFFERT:  Objection to form. 
 15   Foundation. 
 16              THE WITNESS:  It would give support to go 
 17   in there and offer them the product.  But they might 
 18   not necessarily see this worksheet. 
 19              BY MS. WALLACE: 
 20        Q.    Well, when you go in and offer the 
 21   product, you market it on the basis of there being a 
 22   MAC on the competition, as opposed to the product 
00457 
  1   that Par wishes to sell, don't you? 
  2              MR. DUEFFERT:  Objection to form. 
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  3   Foundation. 
  4              THE WITNESS:  If we offer that program to 
  5   him, yes, that's what we would have. 
  6              BY MS. WALLACE: 
  7        Q.    Is there any reason to believe that 
  8   Mr. Ziebell did not receive an analysis of the 
  9   Walgreens Ranitidine tablets versus gels as set forth 
 10   in these last two pages? 
 11              MR. DUEFFERT:  Objection to form. 
 12   Foundation. 
 13              THE WITNESS:  I don't see any reason why 
 14   it couldn't have been given to him. 
 15                    (Trendowicz Exhibit No. 25 was 
 16                    marked for identification.) 
 17              BY MS. WALLACE: 
 18        Q.    For the record, the exhibit we've 
 19   identified as 25 has a Bates range of PAR-TX 001296 
 20   through 0011347.  The first page of this document 
 21   entitled Buspirone 7.5 milligram launch plan. 
 22        A.    Yes. 
00458 
  1        Q.    Is this a -- throughout the series of 
  2   Bates range, a Par generated document?  Go ahead and 
  3   take a look, please. 
  4        A.    Yes. 
  5        Q.    Who was responsible for generating this 
  6   document? 
  7        A.    I'm not sure.  I know Nick would have 
  8   created some of this, but I know he had some staff 
  9   that might have added to it. 
 10        Q.    Did you contribute to this production? 
 11        A.    No. 
 12        Q.    Did Mr. Corsetti contribute to this 
 13   production? 
 14        A.    He may have. 
 15        Q.    Do you recall earlier today, I believe it 
 16   was before lunch, that there was an exhibit in there 
 17   -- and we can pull it out if you like -- where you 
 18   were being asked, you and Renee Kenney were being 
 19   asked to get together with Mr. Corsetti to work up 
 20   some financial models concerning the Buspirone 7.5 
 21   milligram launch? 
 22        A.    Yes. 
00459 
  1        Q.    So, and this document relates to the 
  2   Buspirone 7.5 milligram launch, doesn't it? 
  3        A.    Yes. 
  4        Q.    Okay.  And are there financial numbers 
  5   throughout this document set forth?  Are there 
  6   financial models? 
  7        A.    Yes. 
  8        Q.    So does that refresh your recollection as 
  9   to whether or not Mr. Corsetti contributed to this 
 10   document? 
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 14        Q.    To Bates number 0011307.  And let me make 
 15   my question a little more clear.  Maybe I'm not very 
 16   clear.  We went over the communication tactics.  And 
 17   on that Bates page number, under communication 
 18   tactics, it says, development of individualized 
 19   financial models highlighting the benefits of 
 20   dispensing the 7.5 milligram tablet.  Now, there were 
 21   for some of the clients, there were two types of 
 22   financial analysis.  One was the first six months and 
00481 
  1   the other was post 180 days with the MAC versus no 
  2   MAC, is that correct? 
  3        A.    Yes. 
  4        Q.    And weren't you being told by Par in this 
  5   PowerPoint that you were to use those individualized 
  6   financial models highlighting the benefits of 
  7   dispensing the 7.5 milligram tablet as a 
  8   Communication tactic in promoting the product? 
  9        A.    Yes. 
 10        Q.    And as the account manager for the 
 11   accounts that you've indicated, did you follow Par's 
 12   instructions in that regard? 
 13              MR. DUEFFERT:  Objection to form. 
 14              THE WITNESS:  I don't know if I presented 
 15   all of these to the customers.  Because the program 
 16   was not successful, so I really do not remember going 
 17   to each of these accounts here and presenting all of 
 18   these things to them. 
 19              BY MS. WALLACE: 
 20        Q.    You read and reviewed prior to the launch 
 21   of Buspirone 7.5, the MAC, no MAC comparison sheet, 
 22   did you not? 
00482 
  1        A.    Yes. 
  2        Q.    And you knew that was part of the 
  3   promotional plan of the company, didn't you? 
  4        A.    Yes. 
  5        Q.    And you understood the concept of the MAC, 
  6   no MAC chart, didn't you? 
  7        A.    Yes. 
  8        Q.    And as someone who has been -- who was in 
  9   the generic industry for the time you were in it, did 
 10   you understand the significance of the -- that issue 
 11   of reimbursement, that it was important to the 
 12   customers? 
 13              MR. DUEFFERT:  Objection to form. 
 14   Foundation. 
 15              THE WITNESS:  My years in the industry has 
 16   been as -- in sales.  And so I did not get involved 
 17   in reimbursement issues or discussions. 
 18              BY MS. WALLACE: 
 19        Q.    Well, if Par was asking you to sell a 
 20   product using the reimbursement, I'll use, say MAC 
 21   versus no MAC analysis with your customers, and you 
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                                                                        1 
 
 
 
          1   In re:                         ) 
 
          2   WALGREENS INVESTIGATION        ) 
 
          3    
 
          4    
 
          5              The sworn statement of WILLIAM GROTH, 
 
          6   called for examination, taken before THERESA A. 
 
          7   VORKAPIC, a Notary Public within and for the 
 
          8   County of Kane, State of Illinois, and a Certified 
 
          9   Shorthand Reporter CSR No. 84-2589, of said state, 
 
         10   at Suite 500, 219 South Dearborn Street, Chicago, 
 
         11   Illinois, on the 15th day of November, A.D. 2006, 
 
         12   at approximately 9:20 a.m. 
 
         13    
 
         14    
 
         15    
 
         16    
 
         17    
 
         18    
 
         19    
 
         20    
 
         21    
 
         22    
 
         23    
 
         24    
 
 
 



 
                                                                        2 
 
 
 
          1   PRESENT: 
 
          2         ATTORNEY GENERAL OF THE STATE 
 
          3         OF FLORIDA, 
 
          4         (PL-01, The Capitol, 
 
          5         Tallahassee, Florida 32399-1050, 
 
          6         850-414-3600), by: 
 
          7         MR. BERNABE A. ICAZA, 
 
          8         Assistant Attorney General, 
 
          9         bernabe_icaza@oag.state.fl.us, 
 
         10         MR. J. ANDREW ATKINSON (Via Telephone), 
 
         11              appeared on behalf of the State 
 
         12              of Florida; 
 
         13         ATTORNEY GENERAL OF THE 
 
         14         STATE OF ILLINOIS, 
 
         15         (100 West Randolph Street, 
 
         16         Chicago, Illinois 60601, 
 
         17         312-814-3528), by: 
 
         18         MS. ABBEY F. ROMANEK, 
 
         19         Assistant Attorney General, 
 
         20         aromanek@atg.state.il.us, 
 
         21              appeared on behalf of the State of 
 
         22              Illinois; 
 
         23    
 
         24    
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          1   PRESENT: (Continued), 
 
          2         SIDLEY AUSTIN LLP, 
 
          3         (One South Dearborn Street, 
 
          4         Chicago, Illinois 60603, 
 
          5         312-853-7494), by: 
 
          6         MR. JOHN N. GALLO, 
 
          7         jgallo@sidley.com, 
 
          8              appeared on behalf of Walgreens; 
 
          9         BAKER & McKENZIE LLP, 
 
         10         (One Prudential Plaza, Suite 3500, 
 
         11         Chicago, Illinois 60601, 
 
         12         312-861-8077), by: 
 
         13         MR. ROBERT W. KENT, JR., 
 
         14         robert.w.kent@bakernet.com, 
 
         15              appeared on behalf of the Deponent; 
 
         16   ALSO PRESENT: 
 
         17         MR. KRAY I. TE, Special Agent, 
 
         18          Federal Bureau of Investigation; 
 
         19         MR. JAMES J. O'LEARY, Special Agent, 
 
         20          U.S. Department of Health & Human Services; 
 
         21         MS. MAGGIE WALKER, Special Agent, 
 
         22          U.S. Department of Health & Human Services. 
 
         23   REPORTED BY:  THERESA A. VORKAPIC, 
 
         24                 C.S.R. Certificate No. 84-2589 
 
 
 



 
                                                                        4 
 
 
 
          1        MR. ICAZA:   Swear the witness. 
 
          2                  (WHEREUPON, the witness was duly 
 
          3                  sworn.) 
 
          4        MR. ICAZA:  We'll start by introducing 
 
09:20:27  5   ourselves. My name is Bernabe Icaza, Assistant 
 
          6   Attorney General with the State of Florida. 
 
          7   Andrew Atkinson from my office is on the phone. 
 
          8        MR. TE:  Kray Te, Chicago Bureau, Special 
 
          9   Agent. 
 
09:20:39 10        MS. WALKER:  Maggie Walker, OIJ, Special 
 
         11   Agent. 
 
         12        MR. O'LEARY: Jim O'Leary, HHS, OIJ, Special 
 
         13   Agent. 
 
         14        MS. ROMANEK:  Abbey Romanek, Illinois 
 
09:20:50 15   Attorney General's office. 
 
         16        MR. GALLO:  John Gallo for Walgreen's. 
 
         17        MR. KENT: Bob Kent, attorney for Bill Groth. 
 
         18        THE WITNESS:  Bill Groth, Walgreen Company. 
 
         19        MR. KENT:  Bernabe, before you get started, I 
 
09:21:03 20   just want to put on the record that Mr. Groth just 
 
         21   reviewed and signed the proffer letter issued by 
 
         22   U.S. Attorney's Office here, the Criminal 
 
         23   Division, and I would just like to get before we 
 
         24   get started your representation, and also 
 
 
 



 
                                                                        5 
 
 
 
          1   Ms. Romanek's, about your intent to honor the 
 
          2   proffer letter in connection with the 
 
          3   investigations that you're working on. 
 
          4        MR. ICAZA:  That's correct.  The State of 
 
09:21:31  5   Florida has agreed to honor the proffer letter. 
 
          6        MS. ROMANEK:   The State of Illinois has also 
 
          7   agreed to honor the proffer letter. 
 
          8                     WILLIAM GROTH, 
 
          9   called as a witness herein, having been first duly 
 
09:21:40 10   sworn, was examined and testified as follows: 
 
         11                       EXAMINATION 
 
         12   BY MR. ICAZA: 
 
         13        Q.    Mr. Groth, can you just spell your name 
 
         14   for the record?  I'm not sure we've done that. 
 
09:21:46 15        A.    G-r-o-t-h. 
 
         16        Q.    Could you tell us your full name? 
 
         17        A.    William Edwin Groth. 
 
         18        MR. TE:  Could you give us your date of 
 
         19   birth? 
 
09:22:01 20        THE WITNESS:  November 13, 1951. 
 
         21        MR. TE:  And your Social Security number? 
 
         22        THE WITNESS:  558-90-6146. 
 
         23        MR. TE:  And your address, your home address? 
 
         24        THE WITNESS:  8559 43rd Avenue, Kenosha 
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          1        A.    Vice president purchasing, not just 
 
          2   pharmacy purchasing, OTC purchasing as well. 
 
          3   Essentially all purchasing for the Walgreen 
 
          4   Company. 
 
10:00:54  5        MR. TE:  Was he above DeStefano? 
 
          6        THE WITNESS:  At the time, Frank DeStefano 
 
          7   was not involved in purchasing in our division 
 
          8   whatsoever.  He reported to Bob Sgarlata.  In what 
 
          9   capacity at that time I'm not really sure, but he 
 
10:01:11 10   was not a part of pharmacy purchasing. 
 
         11   BY MR. ICAZA: 
 
         12        Q.    Was Mr. Riedl -- 
 
         13        A.    Here is where I understand it.  As 
 
         14   divisional merchandise manager, I reported to at 
 
10:01:27 15   that time George Riedl who was the general 
 
         16   merchandise manager who reported ultimately to Bob 
 
         17   Sgarlata as the VP for all of purchasing. 
 
         18        Q.    So your immediate supervisor at the 
 
         19   time was Mr. Riedl; is that correct? 
 
10:01:46 20        A.    I believe so, yes. 
 
         21        Q.    So essentially in this e-mail you were 
 
         22   sending notice to your boss's boss that Pharmacy 
 
         23   Operations had agreed to jump in and do the -- and 
 
         24   get involved with the Ranitidine program of 
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          1   purchasing the Par capsules, correct? 
 
          2        A.    I was informing them of our activities 
 
          3   in presenting and also the role pharmacy -- Health 
 
          4   Services was going to take in that, yes. 
 
10:02:28  5        Q.    Further down in that e-mail, you wrote: 
 
          6   "Since these items are highly competitive, 
 
          7   third-party payers and governments have created 
 
          8   MAC's which limits our reimbursement." 
 
          9              And then you stated that by switching 
 
10:02:52 10   to the capsule, you've discovered there are no 
 
         11   constraints on the MAC. 
 
         12              How did you discover that there were no 
 
         13   constraints on the MAC? 
 
         14        A.    I believe that, again, was presented by 
 
10:03:07 15   Par Pharmaceutical. 
 
         16        Q.    And that was presented by Par 
 
         17   Pharmaceutical to whom at Walgreen's? 
 
         18        A.    John Ziebell. 
 
         19        Q.    Mr. Ziebell communicated that 
 
10:03:30 20   information to you? 
 
         21        A.    I'm sure at some point he did, yes. 
 
         22        Q.    Later on you state there that the key 
 
         23   issue to the success of this approach is 
 
         24   Pharmacy's acceptance. 
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          1        Q.    This was unique because it was a dosage 
 
          2   form interchange? 
 
          3        A.    Yes.  It was definitely unique. 
 
          4        Q.    Was this the first time to your 
 
10:11:35  5   knowledge that Walgreen's was engaging in dosage 
 
          6   form interchange? 
 
          7        A.    To my knowledge, yes. 
 
          8        Q.    With the Ranitidine and Fluoxetine 
 
          9   programs? 
 
10:11:45 10        A.    To my knowledge, yes. 
 
         11        Q.    Let's go back and talk about the 
 
         12   Fluoxetine program. 
 
         13              What do you recall the opportunity that 
 
         14   the Fluoxetine program presented to Walgreen's 
 
10:12:34 15   was? 
 
         16        A.    When Prozac capsules was losing patent 
 
         17   exclusivity, there was one manufacturer who was 
 
         18   going to be granted ANDA approval and a six-month 
 
         19   exclusivity.  That was Barr Pharmaceuticals.  At 
 
10:12:57 20   the same time, Par was developing a tablet 
 
         21   formulation for the product and was expecting FDA 
 
         22   approval on that. 
 
         23              Par presented that to both John and I, 
 
         24   that they were coming out with a tablet and would 
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          1   we be interested in making that conversion from a 
 
          2   capsule in this case back to a tablet on the 
 
          3   Fluoxetine tablets.  We went through various 
 
          4   discussions with them, negotiations on pricing and 
 
10:13:30  5   different things in terms of doing business and 
 
          6   ultimately presented that scenario to Pharmacy 
 
          7   Services, again, Health Services that this was an 
 
          8   opportunity if the product was approved by the 
 
          9   FDA, which it was, and our company made the 
 
10:13:50 10   preferred product Fluoxetine by Par. 
 
         11        Q.    Did the reimbursement of the tablet as 
 
         12   compared to the capsule play a role in the 
 
         13   decision to go with Par's product? 
 
         14        A.    No.  This was strictly a cost basis. 
 
10:14:16 15        Q.    And is it true that Par was offering 
 
         16   the tablet at a 50 percent savings compared to the 
 
         17   Barr's capsule?  Do you recall? 
 
         18        A.    Initially I believe the cost from Barr 
 
         19   was $160.  They came down to 120, but I believe 
 
10:14:40 20   the Par price was in the $60 range, yes, so I 
 
         21   would say 50 percent, yes. 
 
         22        Q.    Did you ever purchase from Barr the 
 
         23   capsules? 
 
         24        A.    Based on my recollection when we made 
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EXHIBIT #10 



Dispensed Date Script Number Drug Dispensed NDC Dispensed Pharmacy Pharmacy Location
7/24/2001 1636679 Ranitidine 150mg Capsules 49884064702 Walgreens Boynton Beach, FL
10/16/2001 1661826 Ranitidine 150mg Capsules 49884064702 Walgreens Boynton Beach, FL
10/23/2001 1664288 Ranitidine 150mg Capsules 49884064702 Walgreens Boynton Beach, FL
11/19/2001 1673414 Ranitidine 150mg Capsules 49884064702 Walgreens Boynton Beach, FL
11/27/2001 1676019 Ranitidine 150mg Capsules 49884064702 Walgreens Boynton Beach, FL
12/4/2001 1678477 Ranitidine 150mg Capsules 49884064702 Walgreens Boynton Beach, FL
12/21/2001 1684345 Ranitidine 150mg Capsules 49884064702 Walgreens Boynton Beach, FL
12/22/2001 1684719 Ranitidine 150mg Capsules 49884064702 Walgreens Boynton Beach, FL

Dispensed Date Script Number Drug Dispensed NDC Dispensed Pharmacy Pharmacy Location
11/24/2001 1200836-232 Ranitidine 150mg Capsules 49884064702 Walgreens Chicago, IL
11/25/2001 1200980-232 Ranitidine 150mg Capsules 49884064702 Walgreens Chicago, IL
8/14/2001 1166655-232 Ranitidine 300mg Capsules 49884064811 Walgreens Chicago, IL

10/27/2001 1191711-232 Ranitidine 150mg Capsules 49884064702 Walgreens Chicago, IL
11/26/2001 1201416-232 Ranitidine 150mg Capsules 49884064702 Walgreens Chicago, IL

Dispensed Date Script Number Drug Dispensed NDC Dispensed Pharmacy Pharmacy Location 
3/4/2004 853700 Ranitidine 300mg Capsules 49884064801 Walgreens Memphis, TN

4/20/2002 386896 Ranitidine 150mg Capsules 49884064705 Walgreens Clarksville, TN
1/15/2003 1517470 Ranitidine 150mg Capsules 49884064705 Walgreens Nashville, TN
7/23/2003 952668 Ranitidine 300mg Capsules 49884064801 Walgreens Cleveland, TN
2/15/2004 1729793 Ranitidine 150mg Capsules 49884064705 Walgreens Memphis, TN

Ranitidine Example False Claims 
State of Florida 

State of Illinois 

State of Tennessee
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           1                                                                                                                                                                                                                                                    
 
           2     MEDICAID FRAUD INVESTIGATION 
 
           3      
 
           4     ------------------------------ 
                  
           5     IN RE: 
                  
           6     PAR PHARMACEUTICALS 
                  
           7      
                 ------------------------------ 
           8      
 
           9      
 
          10                           October 23, 2008 
 
          11                           9:05 a.m. 
 
          12      
 
          13                Examination Under Oath of SCOTT  
 
          14          TARRIFF, held at the offices of the New York  
 
          15          State Medicaid Fraud Unit, 217 Broadway, New  
 
          16          York, New York, before Nicole Sesta, a  
 
          17          Registered Professional Reporter, and   
 
          18          Notary Public of the State of New York.  
 
          19      
 
          20      
 
          21      
 
          22      
 
          23      
 
          24      
 
          25      
 
 
 
 



 
 
 
                                                                   2 
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           2     A P P E A R A N C E S: 
 
           3      
 
           4          STATE OF NEW YORK 
 
           5          OFFICE OF THE MEDICAID INSPECTOR GENERAL 
 
           6          BUREAU OF INVESTIGATIONS AND ENFORCEMENT 
 
           7                800 North Pearl Street  
 
           8                Albany, New York 12204 
 
           9          BY:   RONALD DAIGLE, Senior Investigator 
 
          10                JAMES J. CORBETT, Senior Investigator 
 
          11      
 
          12          THE COMMONWEALTH OF VIRGINIA 
 
          13          OFFICE OF THE ATTORNEY GENERAL 
 
          14          MEDICAID FRAUD CONTROL UNIT 
 
          15                900 East Main Street 
 
          16                Richmond, Virginia 23219 
 
          17          BY:   LELIA P. BECK, ESQ. 
 
          18                         
 
          19          THE STATE OF FLORIDA 
 
          20          OFFICE OF THE ATTORNEY GENERAL 
 
          21          MEDICAID FRAUD CONTROL UNIT 
 
          22                PL-01, The Capitol 
 
          23                Tallahassee, Florida 32399 
 
          24          BY:   GRETCHEN H. WALLACE, ESQ. 
 
          25      
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           2          ATTORNEY GENERAL OF TEXAS, GREG ABBOTT 
 
           3          ANTITRUST AND CIVIL MEDICAID FRAUD DIVISION 
 
           4                P.O. Box 12548 
 
           5                Austin, Texas 78711 
 
           6          BY:   CHARLES GREENBERG, ESQ. 
 
           7      
 
           8          FEDERAL BUREAU OF INVESTIGATION 
 
           9                4343 Commerce Court 
 
          10                Lisle, Illinois 60532 
 
          11          BY:   KRAY I. TE, Special Agent 
 
          12      
 
          13          THE STATE OF TENNESSEE 
 
          14          Office of the Attorney General 
 
          15                425 Fifth Avenue North  
 
          16                Nashville, Tennessee 37243 
 
          17          BY:   PETER M. COUGHLAN, ESQ.    
 
          18      
 
          19          GREENBERG TRAURIG, LLP 
 
          20          Attorneys for Michael Graves 
 
          21                200 Park Avenue 
 
          22                New York, New York 10166 
 
          23          BY:   RICHARD A. EDLIN, ESQ. 
 
          24                MOONHEE CHA, ESQ. 
 
          25           
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           2     S C O T T   T A R R I F F, called as a witness,  
 
           3          having been duly sworn by a Notary Public,  
 
           4          was examined and testified as follows: 
 
           5     EXAMINATION BY 
 
           6     MS. WALLACE: 
 
           7          Q.    Mr. Tarriff, my name is Gretchen Wallace  
 
           8     and I'm with the State of Florida, assistant  
 
           9     attorney general, Attorney General's office,  
 
          10     Medicaid Control Fraud Unit.  We are here this  
 
          11     morning as part of a multistate and federal law  
 
          12     enforcement investigation involving Medicaid fraud.  
 
          13                Your presence here today is pursuant to  
 
          14     subpoenas issued by the states of Florida, Texas,  
 
          15     the Commonwealth of Virginia, the states of  
 
          16     Tennessee and Michigan.  
 
          17                The subpoenas were served on your  
 
          18     counsel, Mr. Edlin, who you authorized to accept  
 
          19     service on your behalf; is that correct, sir? 
 
          20          A.    Yes. 
 
          21                MR. EDLIN:  Just one minor point on  
 
          22          that.  We're here pursuant to an agreement.   
 
          23          As you know from my prior communications we  
 
          24          reserve the right to contest the validity of  
 
          25          the subpoenas, but to get around that we are  
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           1                     S. Tarriff 
 
           2                MS. WALLACE:  Well, he doesn't recall.   
 
           3                MR. EDLIN:  I was objecting to add to  
 
           4          the agreement. 
 
           5                MS. WALLACE:  Well taken. 
 
           6          Q.    There was more than one -- there was a  
 
           7     core agreement between GenPharm and Par, correct? 
 
           8          A.    Yes. 
 
           9          Q.    And do you recall that that was signed  
 
          10     on or about March of 1998? 
 
          11          A.    Yes, that sounds correct. 
 
          12          Q.    And there are approximately 40 products? 
 
          13          A.    Correct. 
 
          14          Q.    Do you recall whether Fluoxetine  
 
          15     capsules were in that agreement? 
 
          16          A.    I do not. 
 
          17          Q.    Now between 1998 and the year 2000 if  
 
          18     there had been any changes to that agreement or  
 
          19     addition of products would you have been involved? 
 
          20          A.    I would have. 
 
          21          Q.    In what way? 
 
          22          A.    I'm sure I would have been knowledgeable  
 
          23     of the terms of that agreement, what products we  
 
          24     were getting when we were going to deliver them and  
 
          25     that type of information. 
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           1                     S. Tarriff 
 
           2          Q.    Would you be the ultimate decision maker  
 
           3     on whether a particular product was added? 
 
           4          A.    No. 
 
           5                MR. EDLIN:  Was there a time in mind? 
 
           6                MS. WALLACE:  Between '98 and the year  
 
           7          2000 forward. 
 
           8          A.    It's important to note in that question  
 
           9     is that not only did Merck own 40 percent of the  
 
          10     company, they also had board control over the  
 
          11     company.  So it was really Merck that was making  
 
          12     those decisions by virtue of their ownership  
 
          13     position and by virtue of their board control.  
 
          14                We might discuss time to time some drugs  
 
          15     that maybe we didn't want or shouldn't have been in  
 
          16     the line, but for the most part the products that  
 
          17     came out of GenPharm were predetermined and just  
 
          18     happened.   
 
          19                Remember too that Merck and GenPharm,  
 
          20     they were one of the largest worldwide generic drug  
 
          21     companies.  They were developing quite a number of  
 
          22     these drugs for other markets around the world.   
 
          23     These may have been products that were marketed in  
 
          24     Germany, Australia.  They already had them  
 
          25     developed and wanted us to take them to the United  
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           1                     S. Tarriff 
 
           2     States.  So until Merck left I don't think we  
 
           3     collectively at Par had a lot to say. 
 
           4          Q.    So with respect to negotiating the  
 
           5     agreement or any changes to the agreement who would  
 
           6     be the people involved? 
 
           7          A.    The people involved would be the people  
 
           8     at Merck, and then on the Par side it would be Mr.  
 
           9     Sawyer, myself, and that was the group of us in  
 
          10     those particular early years. 
 
          11          Q.    Early years up until? 
 
          12          A.    They left. 
 
          13          Q.    Who left? 
 
          14          A.    Merck. 
 
          15          Q.    Up until 2001? 
 
          16          A.    Right.  So when they sold their shares  
 
          17     they also resigned from the board.  How I've always  
 
          18     thought about it is from the period of '98 to 2001  
 
          19     we were really a subsidiary of Merck who  
 
          20     controlled -- I mean they're a big company that  
 
          21     controlled the board. 
 
          22          Q.    Who were the people that you were  
 
          23     involved with at Merck on negotiating any additions  
 
          24     to the agreement? 
 
          25          A.    There was a gentleman by the name of  
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           1                     S. Tarriff 
 
           2     Mike Urwin.   
 
           3          Q.    E-r-w-i-n?  
 
           4          A.    U-r-w-i-n.  A gentleman by the name of  
 
           5     Ian Jacobson, and in fact for a while Ian Jacobson  
 
           6     was Merck's representative operationally at Par.   
 
           7          Q.    What does that mean he was -- 
 
           8          A.    They were able by contract to designate  
 
           9     an individual to oversee the company. 
 
          10          Q.    Oversee Par? 
 
          11          A.    From Merck's standpoint since Merck was  
 
          12     a 40 percent owner and they had board control. 
 
          13          Q.    Is that unusual in the industry? 
 
          14          A.    No, I don't think so.  It's pretty  
 
          15     common. 
 
          16          Q.    Mr. Urwin and Mr. Jacobson, where did  
 
          17     they work out of? 
 
          18          A.    Well, Mr. Urwin lived and worked in  
 
          19     London where Merck's generic business was  
 
          20     headquartered.  And Mr. Jacobson worked in Canada.   
 
          21     He was a GenPharm employee. 
 
          22          Q.    During the time you were at Par and  
 
          23     working with AlphaPharm and GenPharm, since they  
 
          24     were both subsidiaries of Merck did you consider  
 
          25     AlphaPharm or GenPharm as competitors?  How did  
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           2     somewhere in August of 2001 and 180 days after that  
 
           3     Par launched their capsules. 
 
           4          Q.    You launched your tablets, 10 and 20  
 
           5     tablets, in August of 2001? 
 
           6          A.    And then the tablet we launched six  
 
           7     months after that. 
 
           8          Q.    No, capsules. 
 
           9          A.    Six months after that.  Because Barr and  
 
          10     Par launched on the same day their capsules and  
 
          11     Par's tablets and Par was taken out of the mix of  
 
          12     caps for six months.  Six months after that August  
 
          13     date which would have been February 2002. 
 
          14          Q.    Does that sound about right? 
 
          15          A.    I think so. 
 
          16          Q.    977.  It's dated January 16, 2001.  This  
 
          17     press release predates the launch of the tablets.   
 
          18     Could you read the third paragraph there? 
 
          19          A.    Yes. 
 
          20          Q.    We're talking about a $2 billion market  
 
          21     under Prozac, right? 
 
          22          A.    Yes. 
 
          23          Q.    That was for what strength or all  
 
          24     strengths? 
 
          25          A.    I believe all strengths. 
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           1                     S. Tarriff 
 
           2          Q.    And the sentence among other things  
 
           3     says, "PRI believes its strengths of Fluoxetine  
 
           4     tablets should be able to compete with the $2  
 
           5     billion of a brand capsule sales prescribed in  
 
           6     similar dosage strengths." 
 
           7          A.    Yes. 
 
           8          Q.    On what basis did PRI believe that the  
 
           9     tablets could compete with the capsules? 
 
          10          A.    I think the company was hopeful that  
 
          11     there would be some pharmacist that would  
 
          12     substitute a capsule for a tablet. 
 
          13          Q.    Any other basis for PRI's belief? 
 
          14          A.    Not that I'm aware of.  But I do see  
 
          15     that there were tablet sales I didn't really  
 
          16     recall.  I didn't think there were any tablets on  
 
          17     the market. 
 
          18          Q.    You mean Prozac tablets? 
 
          19          A.    Yes.  I didn't realize there were $65  
 
          20     million in tablets. 
 
          21                MS. BECK:  Given your understanding of  
 
          22          AB rating and what you testified to earlier  
 
          23          about the doctor needing to write a  
 
          24          prescription to a dosage form, a different  
 
          25          dosage form to be prescribed, how would  
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           2     we were trying to figure out the likelihood of  
 
           3     anyone being able to dispense it. 
 
           4          Q.    In fact, you did not get an AB rating  
 
           5     for the product? 
 
           6          A.    That's right. 
 
           7          Q.    That made it less likely for it to be  
 
           8     dispensed? 
 
           9          A.    That's why we didn't have the most  
 
          10     wonderful launch we could have had.  The bulk of  
 
          11     our sales are driven by the 40 milligram, not the  
 
          12     10, 20 milligram. 
 
          13          Q.    Does that seem like a good business  
 
          14     decision to be  launching a product where there  
 
          15     seems to be a fairly significant roadblock to  
 
          16     having the product dispensed? 
 
          17          A.    If you remember, again it was developed  
 
          18     by GenPharm who really was our owner at the time.   
 
          19     They developed it and gave it to us.  We did have  
 
          20     some sales.  We made some money selling it.  So  
 
          21     they already developed this.  They already paid the  
 
          22     R and D money for it.  They delivered to us an  
 
          23     approved ANDA and took it to market.  I don't think  
 
          24     we had much of a choice.  
 
          25          Q.    When you were developing the forecasting  
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