
INTERIM MONITOR AGREEMENT 

k This Werim Monitor Agreement {Monitor Agreement) eqtered into as of this S 
day h, 2006 by and among F. Williarh 'Rahe, an individual m e )  and BZ 
Pharmaceuticals, Inc, (Ban: or Respondent) provides as 'follows: 

WHEREAS, the United States Federal Trade Commission (the Commission) has 
approved a Decision and Order (Order) with Ban, which, among other things, requires 
Respondents fo license or transfer certain defined assets and maintain those assets 
pending such license or transfer, and provided for the appoinbnent of an Interim Monitor 
to ensure that Respondents comply wit6 tbeir obligations under the Order; 

WHEREAS, the Commission qay appoint Rabe as such monitor (the Interim 
Monitor) pursuant to the Order fo monitor Respondents' compliance irsith the terms af the, 
Consent Agreement a r ~ d  Order and with the,Remedial ~ g r e c m e n t ~  referenced in the 
Order, and to monitor the efforts of the Commission-approved Acquirer (as defined in the 
Order) to obtain dl necessary FDA approvals, gs applicable, and R a e  has consented to 
such appointment; 

WI-EREAS, the Order further provides or wilr provide that Respondents shall 
execute a Monitor Agreekent, subject to the prior approval of the Commissibn, 
conferring all the rights, powers and authority necessary to permit the Interim Monitor to 
cany out such duties and responsibilities pursuant to the Order; 

' IWREAS, tl6s Monitor Agteepepr cqnforms with the requirements of the 
Order and does not contradict the Order; 

WHEREAS, this Monitor Agreement, although subject to Commission approval, 
is effective for any purpose, including bgt, n'ot Fmited tq imposing' rights and 
responsibilities on Respondents or the Interim Monitor under the Order, upon execution 
by the parties; and 

WHEREAS, the psuties to this Manitor Ageernent intend to be legally bound; 

NOW, 'lT@REFORE, the parties agree as,foUows: 

1. Capitalized terms used herein<and not specifically defined herein shaIl have the 
respective definitiom given to them in ?he Consent Agreement and the Order. 
The term Monitored Assets means Categorized Ass-ets as defined in the 
Consent Agreement. 

2. The Interim Monitor shall have all o f  the powers, resgo~sibilities and protecdons 
conferred upon the Interim Monitor Ey the Order. The Brder I s  hereby attached 
as Exhibit A to th i s  Monitor ~ ~ r e e m e n t ,  me terns o f  which are incorporated 
herein by reference. 



3. Respondents hereby agree that, upon execution by both parties of this Monitor 
Agreement, Respondents will filly comgly with all terms of the Oqder requiring 
them to confer all rights, powers, authority and privileges upon the Interim 
Monitor, or to impose T o n  ti~ernselves 'my duties or pbligations with respect to 
the Interim Monifol'; to enable the Interim Monitor to perfbrm the duties and 
responsibilities of the Interim Monitor thereunder. 

4. Respondents &her agree that: 

a. they will use their best efforts to ensure that any Gommission- 
approved Acquirer that is acquiring or licensing assets pursuant to 
Paragraphs I1 and III of the Decision and Order (or a s  otherwise 
specified by the Commission) enters into an appropriate agreement 
with the Interim Monitar as soon as practicable after the execution 
of this Monitor Agreement; 

b. nd later lhan ten (10) Business Day's after the Coqission 
approves this ~ o n i t h r  Agreement, .they will provide the Interim 
Monitor wi&: 

(1) a complete description of the Monitored Assets, 
identifying, id particular, those Monitored Assets which 
may require actions to maintain their viability and 
'marketability, and the person(s) responsible for takingA 
those actions; 

(22 a complete in~ent0ry of all existing FDA approvaIs and 
pending FDA approvais for the Praducts included in the 
Monitored &sets identffying actions required to  maintain 
or complete such approvals and identifying the person(s) 
respoasible for taking such actions; 

(3) a complete inventory of aU acdvities 0s operations 
worldwide $iat relate to the manufacture of the Products 
relating to the Monitored A~sets?~ and which relate to 
Respondentsq compliqnce with 4ie Order, including 
processes and process ~taliddons which are under 
 development^ identifying the person(s) responsible for 
m a i n p ~ n g  af pursyirig such activities and giving an 
inventory> of" materials md records relating to such 
"m&ufa(rture; wd 

f4) a complete inventow of all Patents included in the 
Mo$ored Assets relate4 $0 the- m~ufa_cure or sale orthe 
'MoniQred"A~sefs"~in"Xhe"Uaited Sfates, identifying actiatis 
needed So paintab such Pafen* ,and the person(s) 
responsible for such actions; 



c. they will desipate a senior~individql as a primary contact for the 
Interim Monitor an6 provide a written. list of thk principal 
individuals involved in the licensing of the Monitored ~ s s e t s  to the 
Commission-approved Acquirer, together with their' location, 
telephone numbers, electronic mail address (if available), and 
responsibilities, and will provide the Interim Monitor with mitten 
notice of any changes in such personnel ocawring thereafter; 

d. they will provide the lnterim Monitor with proapt notification of 
signifiwt meetbgs, including date, time and venue, scheduled 
after the execution of this Monitor Agreement, relating lo tbe 
development, manufacture, registration, regulatory' approvals, 
marketing, sale and divestiture of the Monitored Assets, and such 
meetings may be attended by the hterim Monitor or its 
representative, at the Interim Manitor's option or at the request.& 
@e Commissiofi or staff of the Comm?ssion; 

e. they will.provide he Interim Monitor the minutes of the above- 
referenced meetings -@ s ~ o n  as:practidable qnd, in any event, got 
later than those minutes are available to any employee of the 
Respondents; 

f. !hey will provide the .Interim Monitor with all correspondence, 
meeting rninirtes,.reports, sent to Qr received"fr~~q the FDA relating 
to theMonitorcd Asseb~ , x 

g, they. will provide &e Interin Monitor with electroni~ or hard 
copies, as-may be appi.oFgate, 9f A1 regofis- submiSted to the 
~amrnission pu~urxnt *io :the Ggnsent Agreement and the 'Order, 
simultaneous with the submission of such reports to, the 
Canimission; 

1.1, to the extknt not reflected rin the. repom, subniitted lo the 
Commission pusua~t  t~ fit! Consent A~reement and the Order, 
they will provid6 eveP(3) months .commencing one (1) month 
after the Consent ~ ~ r e e m e n t ~ i s  acccptcd by the Commission for 
pubIic, comment, sr as fequested'by tlie- lrite'fim Monitor, ML aid 
detgiled e l e ~ ~ o n i c  ar hard copx repods to the fnterim'M~nitor as 
to all of Respondents' activities and ob1i"gatbns under" the Order 
concetning 'the Monitored Assets including, without limitation to 
the extent applicalile: 

(1) all activities involvhgthc research-and developmeijt, pre- 
clinical and dinical $@Iddies and pursuif*an~,m6ntenance of 
FDA clearance or appmuals relating to' the Monitored 
Assets; 



(2)' all ac t i~t ies  concerned with the licensing, manufacture, 
supply and techhology fransfer of the reIevant Products that 
are identified in the Monitored Assets, hcluding, without 
limitation, negotiation and operation of supply agreements, 
actual supgly and inventory; 

(3) all minutes and records of meetings, action plans, and 
follow-ups to actions plans and meetings, with the 
Commission-approved Acquirers related to the licensing, 
manufacture, m up ply, and technology transfer of the 
Producfs identified inihe Monitored Assets; 

(4) all activities concerning the assistance, advice and 
consultation provided to any Commission-approved 
Acquirer generally as provided in Paragraph IT of the 
Decision and Order; and, 

(5) bn request, Resp~ndeqts wiIt provide the Interim Monitor 
with any- and .all records that relate to the licensing and 
mpndaciure of 'the Products identifier! in the Monitored 
Assets with the right to use them to achieve the,putpose of 
tbe Order; 

provjded, however, th&, at the time tbe Decision and Qrder becames~final, 
ihe rep0j-b tsesoride~~inji-iis;par~gqiP~ tugether with all other j.&ormation 
and documents-referred k herein shalbe  due to h e  Interim Monitor either 
as requested by the Interim-Moni!o~ or wihin @ve,(5] Business Days of 
the date that Respandents file ;the Respondents' reports with the 
Commission as required pursuant to Paragraph V and VI gf the Decision 
and Order; 

i. they. -will aomply .with $he Tnterim"W6tor's request's for onsite 
visits and aud&,f Respondents' facilities used topmanufacture the 
Products identified in the Monitored Assets; 

j. they will comply ~with'hehten"*miMonitor~~s requests for follo\v-up 
discussions or supplementary information concerning any reports 
provided to or requested by the Interim Monitor pursuant to this 
Agreement ar in comecti6n with my: mat$ers th~llnterim Monitor 
deems reasonably necessm3to ~erform ils aesaonsibilities under 
Ow2 Order, inglj&ng, niih<yddli&tati~q, mee&&. and. d i s c u ~ i o p  
with the principal staff, involved 51 any activities relating to the 
reseafch, develgpmen$ qgwfactye, :s&, licens$g, and/or 
divestitwe, of the- ,Mariitoibd Asseti or -an$ Product comprised 
therein and, wer':iacluding; w@ns necessary to, maintain all 
necessaw 'FD& of other $~re:igi xegitatory aiepbjr; equivalent 
approvais ,to manufacture arid sell any of .the Monitored Assets, to 



mgintain the viability and marketability of the Monitored Assets, 
as well as the tangible assets of the facilities used to manufacture 
and $ell all of the Monitored Assets, and to pxevent the destruction, 
removal, wasting, detexioration or impairment of the Monitored 
Assets, and will provide the Interim, Monitor with access to and 
hard and electronic copies of all other data, records or other 
information that the Interjm Monitor believes are necessary'to tohe 
proper discharge of its responsibilities under the Order; 

k. they will provide prompt notice of any meetings, activities or 
events affecting or likely to affect the maintenance of the 
Monitored Assets including, but not lirriited to, any and all 
mectings or communications kith the FDA; and 

1, they will provide ,the InterhtMoni@r with such other idomation, 
documents and the like requested by the Interim Monitor in order 
to carry out its responsibilities under this Monitoring Agreement. 

5.  Respondents shall promptly notify the lnferim Monitor of anyZsignificant written 
or oral comunicarion that occurs after the date of this Monitor Agreement 
between the Commission and Respondenp rclaka to h c  Order or< &is Monitor 
Agreement, togeiher with electronic or hard copies (or, in the case of oral 
communications, summaries), as may be requested >by the Interim Monitor, of 
such communications. 

6. Respondents'agree tlpt, to the extent authorized by Lhe Order; thernterim Monitor 
shall have The authority tp pmploy, at the expebe of the Respondents; such 
coqsultants, accountants, attorneys apd'ather i-eFresen,tatives and assistants as are 
reasonably nccesswt6 carry out'&e Interim Monitors' dudes a d  resfion'sibilities, 
including but not limited to sugervising.the kansfer a5 ~ o n f i d e n h l  Business 
Infomation related to the' Product Manufac,&g ~echnol.ogy, Product, Scientific 
and Regulatory Material, and Product ~rademarks, as defined in the Order, related 
to the Monitored Assets, 

7. Respondents and the Xntenm Modtor imderstand,and" agree that.the Comrhission 
or. its staff may request, p s l r s ~ ~ t - t D  @a ~~~~~~~~~~with the,@der, that the Interim 
Monitor tnvesfigate &d/x)r audit the' tRe~Iondents.' compliance with the 
Respondents' obligations,-t~ maintain as:sets%piirsWt t~ &e Order,, and submit 
such additional wriben or oral' zejorfs., " under applicable. confidentiality 
restrictions, to the Commissidn as tlfe"'Commi&ion orL its staff may at any time 
request concerning the Respand'eofs.' compliance, with the Respondents2 
obligations tp maintain ~ssq9  pysqani to the: 0ihet. 

8. The 'Interim Mgnitpr shall mainbin thev~onfideri.tiiliv ~f infopation provided 
to the Interim Monitor 'by Resbondenfs; Silch infdrmation shall be used by the 
Interim M~nitor,oniy~in~~c~mecti~n yit$ , t h ~  fjetforn1mce oft& htexixn M~dtor ' s  



duties pursuant to this Agreement. Such information shall not be disclosed by the 
Interim Monitor to any third party other than: 

a. persons engaged or, employed by, ,ot. working with, the Lqterim 
Monitor under this Monitor Agreement; 

b. any Commission approve8 Acquirer to the extent that the 
information is of a nonyprivileged nature and relates to the 
Monitored Assets; or 

c. persons employed at or by the Commission and working on this 
matter. 

Notwithstanding anything herein to the contrary, Respondents shall use their best 
efforts to id en ti^ m d o r  label such infomation in writigg they desire to treat as 
privileged or not to be disclosed to the Commissionapproved Acquirer. 

However, it i s  understo~d lhat to the e%tent that Respondents. faiI to- so identi@ 
such privileged opnot to be discfosed information to $he Interim Monitor (a 
"Failure to IdentiSy'"), the Jntgrim M ~ @ o r  shallnot have li,abiIify'for disclosure bf" 
same to the Commission-approved Acquirer, unless, notwithstanding a Failure to 
Identify by Respondents, the Werim h$oni'tor kneyv,pr shquld) have kwwn that 
information was privileged or not to be disclosed, and nonetheless discloses such 
informati0n"to the Commission approved Acquirer. 

9. The Interim Monitor shall maintain a record and inform the Commission of all 
persons (other than repte~entatives 6f the 'Commission), to> yhom confidential 
infarmaiion related to this Agreement has been disclosed. 

10. Upon termination of the Interim Monitor's duties under this Monitor Agreement, 
the Interim Monitor shall ~rornptly return to Res~ondents all material provided to 
the 1nterim'Monitor by ~&$oid&ks. thqt is co&dential:tr~ ~ e s ~ o n d p i s  and shall 
destroy any material prepared by the InterimMonitor 'that contahs or reflects any 
confidentid information. of Respondents provided that the InteGm Manitor 
provides notice to the Commission staff: and -the Commission staff does not 
require the Interim &ionj@r tq ~@$j,i~ -the materiais; provided, however? 
notwithstanding the, ford'going, the hierim% Monitor- .skiit be entitled'to retain f ~ r  
its records, on a confidential basis, any materials or documents developed by it in 
furtherance of its responsibilities and obligations under this Monitor Agreement, 
regardless of whether such materials confain confidential information. Nothing 
herein shall abrogate the Interim Monitor's duty of confidentiality, including the 
obligation to keep ,such jdoFatioa Eonfiaentia~fat aperiml of fi*e (5) yearskler 
the terminatibn of this Moriitor Agreemknt, 

1 I. In addition and *exced as othe~vdse v&xiitted in Section 10 above. the Interim 
Monitor shall keep canfidential for aperiod of five (5) years all other aspects of 
the performance of its duties under this Monitor Agreement and shall not disclose 
ony'Gonfidentid or p ~ o p r ~ e ~ w ~ ~ ~ I m a t i ~ n n ~ d ~ i ~ ~ i h e r ~ t o  To the extent that the 












