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! RI. lr: OSNWJ-04 

Mr. RogerBoi88onrK!ault 
CbiefEmmtiw omcer 
warlm Cbileott, Inc. 
I00 Entcqmirs Drim Suite 280 
Rockaway, NJ 07866 

Dear Mr. Boiuoaasurlt: 

JDeviUiionr hm 21 CFR 3 14.80 include the following: 

1. Fhra to review and nrbmit to the FDA adverse drug mrsQortrU=P-bY 
21 cm 3 14.80(b) Md (c). S~ficrlly. tberc warn twmtywa tdephcae log ewe8 to 
yourffnndarcribingrd~drugtvondrt&Swaeaotrsviswsdor~ro~FDA 
The callr include, but ua not limited to: 
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a ? 

7/25/02 
7/tWO2 
6MlO2 a 
6hm2 
4f3om2 
429m2 

. 3119m2 
3/15#2 

iiiiE%E 
Ovcon 35 
Estrace Cream 
Pyridium 
OvcQn-3s 

Hair loss 
Rash 
Swollen lymph glands 
Feeling ill 
Hives rind swelling 
Extraneconatipation 
Pouible vision changes 
SaWreMUW8UKI~ 
Bfe88tt-egmtBps 
Thjwoiiproblan 

l * WordrEphm8e3 takea verbatim fkom MedicaVlYelephonc Reports. 

2. Failure to datain records of all adverse drug expsria~~, in&&g raw data d ray 
amspohe relating to dvem drug exper-knees, as required by 21 CFR 314.80 (i). 
Specifhlly, there were nim telephone log abtty rqorts th8t were itudeqwte in t&t they 
were illeglbb or lacked sufficient text to identify the nature ofthe all in orderta 
dcdaminearnQoruble~v~eventhrdoccurrad.Thertreportrweaearfbllowr: 

! : 449m2 

4wO2 EstraceTablets 

ggt 
Dluicef 

Illegible 
Pyridium 

Notmct 
hryx 

Pyridium Plus 

Illegible tat - ‘ao data uulytb” 
‘YO&greeaFehre&eit 14ourf... 
“h- pacaial for “Ilkglble tatt 
Notat 
Notext(admd: guide to pltauzopyrldiae) 
only entry iB Y)lmtiotl’ 
Notuu 
;~~iytci& btr[“1... 

OB 
‘que~useotf... Ille~bletoxt..~ 
“basis . . . upcrpstiwrt 
“Doaor alla&patient had bad allqic 
reaction. Comb my or yam?~..illegible 
text 

** Wordw’piuaaes taken verbatim fkom Medic&Telephone Reports 



3. Failure to submit to the FDA serious and unexpected adverse drug axperitnce mports 
within I5 ulendar days of initial receipt of inkmation, aa required by 2 I CFR 
3 14.80(c)(l). These reports include, but are not limited to: 

!?ztif 
rtq -Sent 

7t29m2 9hm2 38 
Pyridiim 7/3WO2 9/3/02 35 
Duricef 6mm2 7/15/02 29 
Doryx 8/8/02 9WO2 27 
Dllriccf 6/19rn2 7116m2 27 
Dwx 8/16/02 911 im2 26 

4. Ftilurc to develop adquate written prwedura for the wveillmce, ruxipt, ev&ation, 
and reporting of poatnwketing a&eme drug experience to FDA, 8s required by 21 CFR 
3 14.80 (b). Specifically, Procalure # REG-011, Rev. 0, Hwdling Adverw Drug 
J!hpri~~fbrMark~~~Much9,1998,docrnat: 

a. 

b. 

C. 

d. 

e 

Eetablirh procedures for @an&r of serious, unlabeled event data from the 
lnamaming rite to&e! reporting site. 
Idawif)r the procubw fix fehwing incoming complrinu rsquirine mediul, quality, 
or autolnw service bllow-up. 
Includeproosdureotoalslucthu~eting15-DayAlartmport8ueprwrPtly 
invest@cd, followup reports submitted within fiftawr days ofreceipt ofns~ 
i~andrsa4tdrmrinScinadof-rtcgr~torssl;~ 
infknation. 
R4sfbmm or provide instructions fbr completion ofthe McdicaUelephone m 

~~~~u#8ofthecQnt8usumlauy8heatlAI3ERoportpam(Le. 
ye&~~ aheat) wed to obtain all mhmnt infbrmation fbr oampletion of the MedW8kh 
3SooA and CIOMS 1 fbIlns. 

Neither the above list of deviations nor the Form FDA 483 “Inspwtio~~I Obsuvatibns,” u&h 
was pmwnted to, and diacumd, with Alvin Howard, Vi Pnridmt, RqpIatory Affhh at the 
con&ion of the inspection, are intended to bd an all-inch&e lint of deficiencies Y your 
ficilii. It is your rcaponribility to awure adherence to uch requirement ofthe Act ud its 
regulatiiont. Tht FDA expects drug mmnutkcwers to e#ablirh Mwble macha&ma to wure 
that alI advew dnrp expcrisnccs ue rewded, e+&atad and wbmittal to the FDA within 
crtlblirh~ti~~ursqu~wrdcr21cFR314.80. 



1 .:. 

We acknowlbdga receipt of the Novembw 15.2002 letter from Alvin Howard, Vice President, 
Regulatory -airs, to Dougfas Ellsworth, Director. New Jersey District. contain@ respo- to 
the October l&2002 FDA 483, Inspectional Observations, issued to your firin. We want to cc- 
emphasize that we consider your firm’s inability to establish and imp&meat adequate ltudud 
opemtlng proccdm fbr the handling ofadverse drug arxperiences (ADE8). and your Ann’s 
fiilure to evaluate and submit to FDA reports of ADEs, as very r#ious problems. Your raaponse 
&rred to general cof~Hions to be implemented within the next 60 days. We would lii to sac a 
detailed writta~ pJ8n of corr6ctive actions you will implement, with a 8pecific timetable fbr their 
implementation. We also want to know how you will be proc&ng ADE data rMvad befbre 
thsimplomsntrtion~thsreeomaiverctions,toarsuraimmedi~md~urtafb~~ud 
timely rubmiuion ofinitial and followup reports. 

! 
I 

YOU thouId take prompt a&ion to aorrect these deviations. Failure to promptly curroct tbae 
deviations may result in regubxy action without fhther natice. Thsre rrctionr include but arc 
not limited to seizure and/or injunction. Federal agencies are uM8ed oftha i8w ofall 
wuntaOIc#clarbout~ulddsvicassot~tthaymaytalrethis~rmrtioninto~whcn 
cocuidefingthcaw8rd ofcontract~. 

We WueSt that you rapty in writing within 15 w&g day8 ofrsccipt of this letter. Your rcgly 
rharldbs~tooth9FoodudDnrg~on,Csnter~rDNgEvrlurtionudRarauch 
(CDER), 11919 Ro&illc Pkc, R,o&ville, Maryland, 20852, HID-330, Atm De& libckey 
comgliance officer. 

Enclosure: Form FDA 483 dated October 18,2002 


