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1000514603 

TO: Daniel P. Van Plew, Senior Vice Pre~ident & Manager 
FIRM NAME STREET ADDRESS 

Reganeron Pharmaceuticals, Inc. 81 Columbia Turnpike 
CITY. STATE AND Zll" CODE TYPE OF ESTABLISHMENT INSPECTED 

Rensselaer, New York 12144 Biotechnology Drug Manufacturer 
THIS OOCUM~fLISTS OBSERVATIONS MADE lr( THE FDA REP,RESWATiVE(S) DURING THE INSPECTION OF YO RFACILITY. THEY AAE 11'/SPECTIONAI. OBSERVAiiONS, AND 00 NOT 
REPRESENT A FINAl AGENCY DEiERMNATI<»> REGARDING YOUR COt'IIPLJANCE. IF YOU HAVE AN OBJECTION REGARDIHG ~~ OBSERVATION, OR HAVEIMPL£MENTEO, OR PU1H TO 
IMPlEMENT. C<Th1ECTIVI: ACTION IN RES!'O.'lS£TONI O!lSEJWAl!ON. YOU MAY DfSCUSSlHE.OSJECTION ORACOONVilTH THE FDA REPRESENTATIVE{S) DURING THE INSPECDON 
OR SUBio/JTlHJSINFORMATION TO FOAAT1liEAOORESSAB~ lr YOU HAVE mY QUESTIONS, FLEAS£ CONTACT FOr\ AT THE FHONE NUMilERAII>AOORESSABOIIE. 

,..... : 
DURING AN INSI'ECTIO» OF YOUR RRI.f Ql ~~ OBSERVED: ; 

1. Following a number of failing "clean bold validation studies" for multiple equipmcnts based on bioburdenl endotoxin results 
which did not meet acceptance criteria and i"hich were concluded to be related to the WFI supply to those specific equipments: 

: . . 

• The firm failed to conduct a comprehensiv~ investigation ofthe WFI system in buildinljlto determine the root cause/ source. 

• The firm enlisted the services 'ofa contractfirm to conduct a sanitization and passivation of1he system, however, there was no 
comprehensive investigation to examine system design, work order histories and other system related information which may 
have identified contributing factor(s)/tmderlying cause ofthe WFI-related failures. 

2. There are no security measures employed~ the issuance of'worksheets in the raw material testing laboratory located in 

building II Inspection found that it is possiple to pr.Wt additional uncontrolled !:>lauk worksheets. 


3. Review of the firm's manual log for SCARs (Supplier Correct ive Action Requests) which was stated to be the'original, GM:P 
document for trac.ldng these events found numerous entries for the past two years which were not closed out. This log is used 
for tracking ofpotentinl quality iss=related to rnw materials received frow vendors. 

4. The firm's written procedure SOP GE515 }'Investigation and handling ofout-of..specification (OOS) and Atypical Test 

Resulls" fails to prqvide adequate instructionh-egarding the follow-up to stability tosi failures for marketed pr.oduct. In section 


i 

73.1 .3 the docu . . . · . ... . .ons r~lated- to unexpected stability failures may need additional time to complete in order 
to obtain data OD b(4) i 

i 
. I 

5. The role of the ''reimbursement vendor' mproviding information related to quality complaints and the documentation inthe 
'complaint file ofcommunications wi:tb that agent is not adequately addressed in the applicable complaint handling procedure. 
Witb regard to the latter point, it is noted; : . 

• The two separate investigation· reports for tWo groupings of complaints concerning lack of effectiveness (complaints 08-004, 
08-005, 08-006,08-007, 08-008 and 08-009, 08-010, 08-011) include statements regarding infonnation reported to have come 
from the reimbursement vendor which pertai.ded directly to a critical component in the fm'al evaluation of these complaints, i.e., 
patient non-compliance. 

•The complaint file does not identify tbe i11diyiduals involved in th~ communication, other details or supporting documentation 
for that conclusion. 

• Interview ofAERs personnel from the firm's pharmacovigilance office in .Tar.cytow.o, NY ao.d review ofreports ofadverso 
events from the sam.e time period which were :received separateiy by the pharmacovigilance .group at that office found no 
evidence ofreports ofnon-compliance. 

6. QualitY Assurance review ofdata included ~ the report ofinve~tigation follow-up to complaints 08-009, 08-010 and 08­
011oflack ofefficacy for Arcalyst, lot B070012A was inadequate in that it failed to detect that the peptide rnapp.ing profiles of 
fu1ly glycosylated and deglycosylated rilanoc4t show no significant differences in tbe :retention· ti~. The 
peptide maps were conducted to co~pare pr~ary structure ofthe complaint lot pnd the. clinical I~ 
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