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Exe'c'utive Vice Pr~idient
Noebr2220 04 N $ iefbF ai g~Officcr, Phanmacopela DQu DicvInc_ -',Nov~ember v22,'2004,-.,--,,-,: i

Thomas K. Thompson:
Senior.Health Physicist
Comrercial aid R&D Bra ch
Divisio ofNuclear,MaterialsSafety- .

The .Unite'd'States N6i6learRegulator Commission

Region I , .

-.475 Allendale Road'-'-
King of Prussia, Pennsylvania 190 415

Re Responseto equest for AdditionaI' n'fora'tion ConcerningApption ionIfor 'ne of
.Licene, Control No. 135254 (Docket No .03033542).

Dear Mrhopo

.We are in: receipt 'of.your ietter dated October 25; 204 r g a
application to review'Lien& eNo.-29-30152-O. Followingis'a response to the .inquiries set f)thrin yo'ur '
letter ' .. . - ..

-- Pharmacopeja'Drug Discovery, Inc.' ("PDDI) provides trainingto ancillary personel ha
-training program',give by'theRa'diatinSafety. Office or a qualified' designee.- Employees,,

'.receive initial training in clasoom'settin'g 'iorto.assuming duties with or&in the ,vicinity of -'-

licensed. materials Annual refresher training is also provided In the event f a change i
regulations, interediate training is given .t 'al licensed users an an'cillary personnel affected by.
such changes' Intermediate: training is'also given to individual licensed users and ancillarf
..personnel upon a change in that person 's duties. Traiing i'tailored to the specific tasks 'assined'
:to eployees (eg. housekeep'ing ackage receipt;and the like), bt the ain oint covered or
-11 incillary personnel are outlined below

,'Radiation Sa:fety .

.o ;Radiation Symbol'and NRC Form 3 , -' - *-.
o Personnel are instructedin'the adiation's mbol ,andihat rooms that have te radiation-

-symbol shown on thedoor contain radioactive aterials Personnel are instructed not't.o:
enter such rooms witout-ahtspecific purposein ,mind and to exercise care when working

-intheserooms .; ' :- ' '

oPersonnel. are instructed'I hat -ay~c
-;:..:..: .':sonnl . aems e t any cntaners. (boxes, bottles, .cartons, etc)bearing the

'' ollwi iing haveirdioaitivemaeoif als ' inrthem.Personnel'are given'the

Do not touch containers labeled:withe radiation symbol.
-. If'the conten ts of-containers iabeled w kiththe adiation sy boi are spilld DO NOTD

:A' EM TTO CLE EM UP. ell oursuperisor;'
- .. DONOTaempty any.wast'econtainer labeled wththe radiationsymbol.

'DO NOT throw out any' item or container labeled vi symbol.
o Personnel ar instructed 'not toei'thatnwithathe'r diation.sy bolo;
ReulatoryRequirem&nts,-.-

-o -Personnelareintroduced to theRadiation Safety Officer and given an overview of his/her.
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- . '-

o . Personnel arecinstruced on the'loations where information about radioactive material
.-use at this facility is posted; - .'r:qird by feder"al law'. ''

.o. Personnel are instructed in ratter of general ridiatiin`safety and personal protection.' -

The' effectivene ss.of training is evaiuated ya 'uestion a'nd answer period -at 'the end of each
. --'-.training session; as we as by observation of.vworkers' com pliance throughout the year'.

.'2.. Regarding the change i ownership 'as'sociated.with this license' the mechanis used to bing '
:.'-aboutthis eh'ange' operates rre like a change in name 'of the Licensee than a sale of abusiness to
"<a separite entity. .Thpersons explicitly designated by.the owners to possess the power to'
dete'ri corporatepolicy and direct activities uider'the license rermain unchan'ged

2 a The'following is a completehistory of theof he hane in~control " "..

EaHrl History.

*.:.-'*'- -'.Pharrnacopeia,;Ine.' ("PINC"), the'record holder of License No.'29-30152-01 was form'ed in 1993
as a drug discoverycornpany.' Since its inception PINC was located in facilities i'the areainear
PrinetonNew;Jersey; PING currently has facilities at 1000 and 3000 Eastpark'oulevard
Criinbury, New'Jersey. '.PINC has a lea'se on a:currently'.unused facility'at 2000 Cornwall Road

- .' . 'South Brunswic kNew Jersey. PINC eventually vent public.,tniding on'theNASDAQ exchange.
under the syrmbol PCOP. , . . ,. . , . .

.. In 1998, PINC acquired Molecular Sinulatio 'ns, nc a company located i'San Diego, Caifomnia:-'.
'that produced s'oftware used by'scientists in the',drug discovery.arena. This was'the first'of what
' would be'Iseveral acquisitions ofe rftware.companies by PING2 By early 2002,.PINC 'had
approximately 650'employees, of whic 'abouit '400:wer&ene
PN'sbusiness. '- -; ' p .oyed on 'the "softwa ' ie

The software side of PINC's business performed none of the functions related to
301522-0 I.' usiness p n t L N

- Formation of Pharmacopcia Drug Discovery, Inc

In early 2002,'PINGCmanagement and directors decided that the two distinct businesses operated
: by PING(the softwaie-and the drug'discovery'businesses)' could operate more'efficiently if each
were run 'as' a separate corporatioi, each'with their own separate management teams .-'On May 31,

:cI ~ of the assets related tothe drug discovery side of its business into a.';'
ne';vly' formed corporation,' Pharmacopeia Drug Discover'y, Inc':.("PDDI")'. Asof that te, PDDI

:-' . '';becam'e 'the o erof certain 'hysical property assets, certii'inteiiectual property assets,'and the
*; :'' rightsa'd'obligatios of.PINC under s'nme 'agreement'sentered- into between PING and PDDI. '

-' The'se and other. assets -were. transferred:from PIN I to' PDDI under. a reorganization, and :
'distributio'n agreeent. owever,'License No. 29-30i52-01: and other permits injthe-name of'.
PINC relafed to the' drgdiscovery busiess remained in the narne of PINC. . .:.'' -. ; .

Even though PDDI was a separate corporate entity,'PINC owned all the shares of PDDI.

Spin Off of rDDI ' . * ; m-
By the middle of'.2003, it vas determnd 'tAhate 'tvo' distitct busiiiesses would reach their.' .

- .aximumeffiencybyoperating stwo'epa, daone 'organizions''

On December i8,2003, PId 'announced that its Board of Directors approved a plan to separate
" its' drug discovery and software businesses into,.tnvoindependent;,pubicly'otrmaded comnpies"

through' the tpin-6ff to ,PINC's stockholders..fthe 'drug discovery'unit- Thetransaction was.' .
designed'to be a tax-free (to PINC and its stockholders)'spin-off of 100 percent of the common
stock of PDDI to the current shareh6lders of PING stock through a pro rata distribution. After the
.- .. .- ''.ainucnged its trading'symbol to "AGGL." '. .

-D .announcernent PING c ,,ang, ed *\ C ' 0 ' ,'f



'After the spin-off, PINC would continue'to operate the scientific softwvare business and change its
name "after' completioof the'i proposed spin-off to Accelrys Inc Whereas PDDI.would

..,continue to seek collaborative drug'.discovery partnerships'with leading pharmaceutical and
b,? iotechnolo compan es andv;i rk ti augment'its substantial wing pipeiineo' tf eapetic' .

. ' 'candidates. PDDI would trade under the symbol PCOP.(which became available thirty days after
PINC changed its symbol to ACCL)

.The spinoff took place on.April 30,2004: 'Concurrent with the spin:o remaining assets of
*. . 'PINC.that were relat'ed to the 'drug discov'ery .business were assigned to PDDI und er areements

*..:.between PNC -a'nd PDDI executed April :30, 2004.'. Anong"th'ese assets were the r rights and
obligations then held by PING'under crtain agreernents ivithcollabo ators'in the drug discovery: .-.

; businesses and License 'No. 29-30152-01 and:-other permits 'inthe'niamie'of PINC related'to the'
- ;' '-' ' ..';drug'dis'cove'rtiybsiness. ' - '':''':'' ." '-W -:-'' :.- '.. '' ..

2.b" The name of the entity operating the drug iscoery operations frmerlyown eby>PI is
Pharmacbpeia Drug Discovery, Inc' The drug disc'overy operations include'all operation's related-to License No. 29-30152-01 Any questions related toth 'radia operationsh fdiiior~ safet~' opiton f PDDI can

* .be directed to PDDI's Radiation- Safety: Officr, Dr. 'Robert Swason, -at -609-452-3711 * ;
swansoneph'armacop.com. Any questions related 'tothe' spin outt ad orni atior of PDDIcar be-

*directed to'PDDI's'in-house cou'nsel Barry'D.:Cash, at'609-452-3772,;bcashepharmnacop.com.; . -

-2 c. -'There are no ch anges in personnel Or'duties related to the pin out and formation of PDDI In an
' unrelated change', Dr Matthew Sills is being' added as an authorized user

2.d There have been no changes in 'the organzation; location' fcilities ipment or procedures that
-relate to the licensed program as a result of the spin out and formation of PDDI;

2.e.- The'surveillance program contin unchanged and .vithout interruption' through the spin' out,' :
-formation of, and transfer of 'operations to.PDDI. PDDI maintains' a completesurveillance

. ', program,';whih' includes mo'nthl y ab surveys,; personal d'sirnetry,' internal .in-spectiori sand 'third'
-party in'spections at least'a'nally ';' ' "' , :' 1'' ' - '.''

2. f :'.No' facility. has 'been';'deommission'ed through the spin out, formation of, and transfer of
operations't PDDI. - : " ;' ", ' -: ' ' ' ; : ' .- . -.

2.g. PDDI will abide`'by Iall 'constraints,, 'on'ditionrs, :requirements "and 'commnitments of-'PING
'transferor of License No.29-30152-01

'- .3. 1'A floor plan'of PDDI'sfacility at3000 Easark BoulevardCranbury, New Jerse a'ttachedas;
".'Exhibit'I. :A'floor plan'detailing typical laboratory space where licensed materials are measured
:- prepared and 'used is attached as Exhibit II;

Use measuremen'f icensed mate wial ar 'ailoved only infi botories

- izfor'the use of radioactive,'material These iaborator'ies are highlighted in Exhibit
Regarding these' laboratories ,thefloor covering is vinyl, .and wirking :surfaces' are smfiooth'and
:: '.n'on-po'rous, beinig "made:of stainlesssteel, Formica, 'epoxy coated stone or eqivalent aterial
-Fume' hoods'-ave an imperwmeabkenork surface and have'a minimumrof''i0 lin

nan("'t th6 h od 0 - near feet per.
minute of 'ai flro 'across the -front' of the hood opening wi sashs'at normal h'eight
- :-'Laboratorisarewell lighted'by.fluorescent orother ighting to avoid spills' r 't er accidents .'
Protective s hielding of Plexiglas lead 'leded' PIlxiglas o:'r equivalents mateials are used as.
appropriate. Authorized'users and ancillary personnel have storage areas for personal items at
cubiclesdesks, oroffices outside'the laboratory'areas to'elimiate'-any risk ofi contamination.'.:;'
Further, lab ̀  coat hooks or other -areas outside' th'e labs: are 'provided for 'personal idosimetry.
storag'e when not in use.



License N.2-0501authorizes the uise' of ver~' small amounts~ of radioactive materials in
fixed (o-oaie'frsso anof the points lin NUREG-1556, Appendix. K, concemning

fiacility 'construction, suich'as filters for "exhaust systems,, separadte'v~efitilation' system shutdownM
remote handling devices, etc., are not applicable' Moreover, those aspects of the facilities that are
'applicable have been 'found compliait'in pnior inspections of the facilities.
Concerning the'disposal [of radioa'ctive matnials 'spill tas or absorbent surfac coes 'r sed

to cat and* retain .spilled liquid radioactive m'atienals.- Labele'd wraste containers; shielded -as
necessary, are plcdi aortre hr radioactive matenials aeudAreas are designated
for the disposal of liquid radioactive 'wa'ste.'

i Receipt and shipm'ent of radioactive' sipments is made in' dedicated shipping and receiving areas.
As'so6n as practical afler -its receipt, radioactive rnmaterial is~tra'nsfeired to a secure storage room
' for package surve'y 'and opening', by radiation 'iorkers. -After 'survey n opening, packages
coiitaining radioactive materials are stored in io'cked refrigerators or freezers.'

The entire facility is se'parately secuired 'on' a 24-hour basis. 'Access is controlled af all times by
card' keys issued to, company personnel. Visitor~' to' the facility are escorted.: La ra re
segregated from'i office areas, and 'only authonized personnel are' allowed into the labs.

If I caii provide any fute nomto to be of..any assistance rea nyour review ofthis -plc tin,
please the free td contact mhe at your conv~enience.'.'*-

* Sincerely,

..Executive Vice President & Chief Operating Officer * *

SAS:bc '.' .

Attachments'



I Exhibit I



Exhibit II

Floor Plan of Typical Laboratory


