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to: Direetor,OCOD .
 

FROM: Jay S. Epstein, M.D., Director,OBRR
 

RE: Action Package for STN 125325, Alpha-I-Proteinase Inhibitor (Human) 

DATE: July 1, 2010 

. Product Office Point ofContact: Cherie Ward-Peralta 

The attached list identifies the documents in CBER's Electronic DocUlIlent Room (EDR) that are 
the official Action Package for Posting under ~ection 916 ofFDAAA. 

This list identifies the documents for the Action Package that are available in MS Word, MS 
Excel or, for emails, Rich Text Format (RTF) or Text (TXT) format. The list also identifies the 
documents for which, after a thorough sel:\rch, MS Word, MS Excel or, for emails, Rich Text 
Format or Text format copies are not available. We are providing these in the formats noted in 
the list (or in PDF or hardcopy if all the same). 

Please review and redact these documents and post on CBER's Web page. 



(''''''~ DEPARTMENT OF ID;ALTH & HUl\IAN SERVICES Public Health Service 

\~;S~l-. 
Food and Drug Administration 
Rockville, MD 20852 

Memorandum 

Date: JuneJO, 2010 
From: Cherie Ward-Peralta, DBA/OBRRlCBERlFDA,HFM-380 
Subject: FDAAA Section 916 (Action Package,s), Officers/Employee List for STN 

125325/0 . 

The following officers or employees ofFDA participated in the decision to 
approve this application and consented to be identified on this list. 

Ewa Marszal 
Nisha Jain 
Iftekhar Mahmood 
Joseph Doleski 
Loan Nguyen 
Dennis Cato 
Faith Barash 
Randa Melhem 
Christine Drabick 
Patricia Holobaugh 
Ghanshyam Gupta 
Mark Shields 
SheryI Kochman 
Crystal Allard 
Trevor Pendley 
Mei-ying Yu 
Basil Golding 
Ginette Michaud 
Cherie Ward-Peralta 
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CBER LETTER Download All Content 
STN 125325\0 
CBEItRecelpt Date: 01-Jun-200 9 
Applicant: KAMADA LTD. 
Prodl!ct: Alpha-l-Proteinase Inhibitor (Hl!mar) 
Indication: Alph<l-l Proteinase Inhibitor (hl!man), 
Kamada-AF't, is indicated for chronic augmentation 
and maintenance therapy inindividl!als with 
congenital deficiency of alpha-l proteinase in hibitor 
(Al-PI) and clinical evidence of emphysema 
Show all application properties 

Content 

C!>~24-Mar-2010CHERIE WAl{.D-PERALTACPNA) Actions 

@1lI19-Mar-2010 CHERIE WARD-PERALTA Actions 
(MAA) . 

®~16-Dec-2009 CHERIE WARD-PERALTA Actions 
~ (PNN)
\.:::Y 1lI31-Jul-2009CHERIE WARD-PERALTA Actions 

(FL,DI)
 
1lI1·;L:lufl·'~{}o-9·GHERJE-WARf}m,..pEHAL~iAGK1 Actions
 
5=FN4~ssj{lnfflen~~ft
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CBER REVIEW MEMO\MEMO 
STN 125325\0 
CBER Receipt Oatel 01-Jun-200 9 
Applicant: KAMAI)A LTO. . 
Productl Alpha-i-Proteinase Inhibitor(Human) 
Indication: Alpha-l Proteinase Inhibitor (human), 
Kamada-API, is indicated for chronic augmentation 
and maintenance therapy in individuals with 
congenital deficiency of alpha-l proteinase inhibitor 
(Al:"PI) and clinical evidence of emphysema 
Show all application properties 

Content 

®~30-JUn-2010 JOSEPH DOLESKI (CM) Final 
. Memo. Recommend Approval.


@)~30-Jun-201OLELAND PIERCE (CL)
 e> ~30-Juh~2010 EWA MARSZAL eRR) Final
 
Review Memo 
~~ 2010 C~IE"WAR:9-PEHALTA(OB
 

H~--Efflf.1leyees"#4m4'Ofaction package'
 
1B~{H{}€HER:IE'WARt>-PERALTA(OT)
 

List ofEmpJoyee #3 for Actlon Package ,
 
~~""4}'H)-e"'HEPdE WARff-PERALTA (OT)
 

Hst-13F-empJOY€€~..fur Action Package
 
®~28-JUn-2010 PATRICIA HOLOBAUGH (RA)
 

Bioresearch Monitoring final
 
recommendation
 

1B2~':Jttn~1(}-J05E~5Kt::f€'G}f,O 
olJ:jeel4otTs to appro'o'Ut
 

~ti Jun 2010 J05EPH-eel::E5j'0I~'fIRLtI€1
 
FACTS····Endorscrncnt/···Kamad·a ·Prc·",Uccnsc
 
IHSj3:?€BCl'l 'CIo~Mcm
 

~~n-201{}JOSEPH-eeL~I-fGM}
 
~~'Si0ft


(9) ~17-Juh-2010FAITH BARASH (RR) aBE/DE
 
Final Review for Pharmacovigilance Planning
 

@ ~15-Jun~2010 LILIN ZHONG (RV) CMC Final 
Review on Viral Safety® ~14-Juh-2010 EWA MARSZAL (RR) Visible 
particulates in final container

@ ~11-Jun-2010 CHIH (STAN) UN (SR) Final 
stat review for efficacy. no change from 
mid-cycle review 

@ltlll-.llm-2010 JENNIFER REED eRR) final 
memo JReed 

®~11-JUn-2010 IFTEKHAR MAHMOOD (eM) 
Final 

~04=JuH"2010ERICAHEIT{LR} 
~O·3'-3~ERIE·\HAR:&·H:RAL:TA·i~G·} 

®~20-MaY-2010 DOUGLAS FRAZIER (RA) 
~-2B ~4ay 2010 LOAN NGUYEN (fW}A~B 

Review of the revised labeling (PIT£'8f'toH 
and vial labels) 

I@\ ~27-MaY-2010 DENNIS CATO (RR) Revised 
Bioresearch Monitoring Final Summary 

Download All Content 

http://cberedrweb.fda. gov:8080/esp/custom/webtop/viewcontent/viewcontent_main.jsp?ob... 6/3012010 
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Memo 
@~19=MaY-2010 JOSEPH DOLESKI (CM) DMPQ 

to request additional information 
~~·i'4a'r·;¢f}+~EWA·~RSZA+:·f€m~jflfrHztRft 
~re~~i:liT~iffio.rfflotioRrequest 
~~, 

~30 Apr 2010 DOROTIIY SCOTT (eM) 
Preparing a carton and labeHngfnformat1on 
f~~s'Cn{;~~ 

I. 
~-29-Al¥~'2'Gl(}t-9AN-NGtJ¥EN-fRV+*abel+nft 

revle.yv-ef-f'Cvisetl··vtal·ana,£-artBn""'t&eels 
~-28-At?r~~+:9AN'NGtJ¥HJ{PNE1-PN~r'C·· 

evaluat+on~-Aecepti1ele

@ 1l323-Mar-2010JENNIFER REED eRR) Upper 
limit for filaments in final product. 
Comments on comparabili 

®~23-Mar-2010JENNIFER REED eRR) Memo to 
Sponsor requesting update on 
immunogenicity studies update 

@>~15"Mar-2010EWA MARSZAL eRR) Major 
amendment - recommended review cycle 
extension

@> ~12-Mar-2010 EVI STRUBLE (PH) Final Memo 

@ ~12-Mar~2'010 MARIA V1RATA-THEIMER eRV) 
CMC Final Review; sterility, pyrogen, 
endotoxin, General Safe 

~~09-Mar-2010 FAITH BARASH eRR) Kamada-
API Review Memorandum , 

~03 ~4ar 2010 LOAN NGUYEN (ReV) PNR-· 
Aeeepffi!J±e ,

@ ~31 J;n 2010 LELAND PIERCE eeL) P·10R ir~ 
EDR 

~~ufr;¢{H{H::eAf'}'-NG8¥E~RV-bI\PLB 
Labeling Review 

®~22-Jan-2010JENNIFER REED (RR) 
Immunogenicity assay development update 
1l3~~··NGUYENf-RV+PNR .~ 

Unacceptable 
tG'~27-Nov-2009 EWA MARSZAL (CM) Request 
V to send an information request to sponsor. 

Attachments are att 
-@825-NOV-2009 IFTEKHAR MAHMOOD (RV) 

Final 
~25=Nov-2009 MARIA VlRATA-THEIMER (RV) 
~CMC Midcycle review with IR on sterility, 

endotoxin, pytogen, 
~2.3-NOV-2009LILIN ZHONG (RV) CMC 

Midcyde review with IR on Viral Clearance 
~17~NOV-2009JENNIFERREED (RR) CMe 

review with IR questions 
~~12-Nov-2009 JOSEPH DOLESKI (CM) Mid­
V Cycle Review Memo wi IR Questions 

(DMPQ; Doleski, Melhem, Schmi 
fit~. 12-Nov-~009 EWA MARSZAL (RR) CMC mid­
~,..;,. cycle review memo 
~~ 2009 EWA ~4ARSZAL (A~4) Assignee 
Me'1rif.rLtti5w~~~~ 

Actions, f> 6~ 0 (I ''i . 
Actions 

Actions 

Actions 

Actions 

Actions 9(\f Q{\ ,\{ 

Actions 

Actions 

http://cberedrweb.fda.gov:8080/esp/cllstom/webtop/viewc.ontent/viewcontent_main.jsp?ob... 6/30/2010 



®~31-0ct-2009 CHIH (STAN) UN (RR) OBE/DB Actions 
Midcycle Stat Review 

§'~28"oct"2009 LELAND PIERCE ECL} Mid-Cycle Actions 
memo in EDR 

(§) ~27-0ct-2009 DOUGLAS FRAZIER (RV) Actions 
(§~27-0ct-2009 EVI STRUBLE (CM) Pharm-Tox . Actions 

memo with JR questions. 
~~23-0ct-2009DENNIS CATO (RR) Actions 
\3.JI. Bioresearch Monitoring Mid-cycle Review 

Memo 
@.jB2O=OCt-2009 FAITH BARASH eRR) OBE/DE Actions 
". . Mid-Cycle Review for Pharmacovigilance 

Planning, 
@~31-JUI-2009 IFTEKHAR MAHMOOD (CM) Actions 
·······FilingMemo 

1t130 Jul 2009 CHIH (STAN) UN (Oq) Actions 
~ Submission is filasble 
~ 1B30-Jul-2009 LELAND PIERCE (eM) Fileable - / Actions 
, with potential review issues 

1tI-!5·jt:lj"·~Oe9.Jdl::INz.HeN-cH€f4ttiHn·.z410fl§ Actions 
~Pet-Z~e-#re-submissionis 

fHeable.o±4-.tuI 2009 LOAN-NGUYEN (CMtAPt::B Actions 
statestl1c submission is fHeable' 

~ 1B13-Jul-2009 EWA MARSZAL (CM) Filing Acti.ons
V Memo 

1tIi3JUl 2009 FAITH. BAAAstHGM1 Actions 
Submission is filaablc 
~~I 2009 DENNIS CATO {CM)-Fiff.ng 

~4emo from BU10 
1B13-Jul-2009EVISTRUBLE{CM}Submission Actie-ns 
~ 

~tHH·l:l+·-2009-900GbAS·FRAZ+E,q~f~ Actions 
{\4·eJffl-{}'-·_·_=WAsu'17ffi+-S-S+8-ft~·--'-is~~f+teab+e 

~·~5-Jun-2Ge9Mlf;HAELX:E,p..+NEft¥-f#1t Actions 
Assigne€J~9(Tttft-Fra2teI'T·Pe+~.z.l1an9, U lin 
Zfw~wJVl€fev+eV<fCf~ 

1B-H:--1utl--2OOS~AN~fAM7 ActiOl1s 
A~ed-Stan Lin as statistician 

1B08-:J.tjfr-2009-PATRH::-fA++eL-GBAUG±±=fAl*} 
Ass~-Gfl~~cnnis Cato-ff}f' 
-BH'4-f} 

1B0000n 2009IFTBfHAR-MAl4flmOD (Mq)
 
Assigned as PK reviewer / .
 

~Gr-:tufl'"c2ef}fH;Rf\IEhZR\'!9ERMAN (A~q) 
Assigned Faith Barash for 
~macovigi!anceplan-;­

1Be-2~~NJ'"TA±BAA:RA PRATT (A~1) Actions 
Ass±€tne€J"l::oanmj\}g·uYeA-ftTI'"Afll.::B 

1B{t.2~~009"NISHA'"JAII\J"+M#~Assigncd 
-Res$- Pierce as eJ+r:H€aH"Ovie"ver 

~-2944aY=2f}09-ID&EPI+Be~HAM1
 
Assi§f'tCtt~eski as D~qffi
 

I!:J-2:S,4%y==2009-MIGHAEL-l<ENNE8¥=fAf'41
 
ASS+gfle€Jm«T"EWi1~Mafs£'6+{Gfu*~ 

J.eftt1+vcT-R:eeefGe-""GProir) 

fltt}y'/icberedrweb.fda.gov:8080/esp/custom/webtop/viewconte 6/30/2010nt/viewcontent~main.jsp?ob... 
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CBER MEETING SUMMARIES 
. STN 125325\0 
C8ERReceiptOate: 01-Jun-200 9 
Applicant: KAMAOA LTO. 
Product:Alpha-l-Proteinase Inhibitor (Human) 
Indication: Alpha-lPrQteinase Inhibitor (human), 
k.amada-API, is htdicated for chronic augmentation 
and maintenance therapy in individuals with 
congenital deficiency of alpha-l proteinase in hibitor 
(Al-PI) and clinical evidence of emphysema 
Show all application properties 

Content 

1l3**Wl"'"~BcH}BVA·'MAA&~f® 
9tsettS~nfrejasttft-h0Hf1-Pfvt:ffi:l1Study


@ 1f116-Jun-2010 CHERIE WARD-PERALTA (OT)
 
Update Meeting
 

@ 1l:I14-Jun-2010 CHERIE WARD-PERALTA (OT)
 
OOS Investigation Discussion
 

~93'·Juft"'2fl.l{}·~·MARSZALCOr) OOS
 
Meet1n§:SHffH'n8f'J",~tica I Infol'ffti'ffion
 
1:ettHC~4\ttaehfflentse
 

[8~~WfIH>.4AR&Z:Ab={e~1
 
f)fse{jssion for Rrep8f'tnsH=aneH@'TRt~"the
 

~rl'l'rSee'N
 
~Ol-]un"'2010CHERIEWARD-PERALTA{OT} 

Orphan Drug SffitHs 
1l325. ~4av 2010EWA ~4ARSZAl:::ffiT)'"::r:o
 

rcffi;teSt~al Safety information request
 
ff'ofA'S'Mf.sef;
 

1l:I'26"'Apr~{}4:0-Gt+EfH-E-WAAf)-flffiAhfA::fffB
 
~4a1of"-Amenfrmef\tUpdate ~1eeting
 

~~,MttH~1g..C!III I (STAN-) UN (OB
 
EHsc"'ttssi~GraRhsaf antigenic 6rra
 
fun·ctlona·j···A1Plbcvc}sfram
 

[8~2010'CH~/ARDPERALTA (OT)
 
LtOOate ~4cetiAg
 

1l:I·£5-Fe~EhAND PIERCE (OT)
 
Sis€ussi6'fHH"rchangc5"ff1~
 

jflsef+;~Attaehmeflts'"€an-be-f~tl
 

[8~~~20±{}-GHfH"HyTANit'JNwfe+1
 
P.aeke~sef't...frjseu5s+efl'w+th'statisticiafl;
 

Attachments CQfl43ewwre
 
[809-Dcc-20G9·EWAmMARSZAL···feT)····Fi·nalizc
 
Bf\-anm~flHCs:t>t{}scntto 

~~~T'~{}lGt
 

~tB-f)e~bAN9PTEH,GE:f9B
 
9tscuSSiOA on-Nov'm3~rw20{}94:~ 

~ 
..y. ti. [8~~~~~i=PERALTA[MC] 

4' [813-Jul-2009 CHERIE WARD-PERALTA (FM)
 

(q 1l:I22-Jun-2009 CHERIE WARD-PERALTA (Fe)
 

Top of Page 
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Actions 
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Actions 
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CBER TELEC ON 
STN 125325\0 
CBERReceiptOate: .01-Jun-200 9 
Applicant: KAMAOA LTO. , 
Product: Alpha-l-Protelnase Inhibitor (Human) , 
Indication: Alpha-l Proteinase Inhibitor (human), 
Kamiula~API, is Indicated for chronic augmentation 
and maintenance therapy in individuals with 
congenital deficiency of alpha-l proteinase inhibitor 
(Al-PI) and clinical evidence of emphysema 
Show all application properties 

Content 

/ @ ~29 Jun-201 OEWA MAR57Al (IR)Regbiested 
additional edits to the PI

@ !tj28JtJFl 2010 CIIERIEWAftLr-PERALIA (lk) 
Discussed additional changes to the 
package insert

® 1t)23-Jun-2010 EWA MARSZAL erR) Package 
Insert Information Request

@ ~23--Jun-201O CHERIE WARD-PERALTA (IR) 
Request for Lot Release Protocol Changes 

G?> ~18-Jun-2010 CRYSTAL ALLARD (IR) to 
provide a response by June 21, 2010. 

@)!B18-Jun-2010 CRYSTAL ALLARD OR) IR to be 
responded also on June 21, 2010. 

@)~16-Jun-2010 CHERIE WARD-PERALTA (IR)to 
discuss the PMC to request information from 
Baxter® ~J:1.=JUn-2010 KELLY LEWIS (IR) IR FAX 

Q§J !flu JUA 2010 CIIERIE 'NARD PERALTA (IR) 
__ Additional package insert requests 
@"0~04-Jun-2010CHERIE WARD-PERALTA (IR) 

Requested some additional information to 
~ com~lete the draft app 
~ 1t103-jun-20IO CPlEI'tl-E-WARQ-I2ERAkTA-{IfI) 

Requested Carton and Container Labeling 
and PI changes to be p 

@ !B25-May-2010 CHERIE WARD-PERALTA (IR) 
Request for correction to PMC/PMR Tables to 
respond by May 27, ® ~20-May-2010 CHE~IE WARD-PERALTA (IR) 
Request for updated PMR/PMC Letter® ~20-May-2010 CHERIE WARD-PERALTA (lR) 
PMR/PMC Request to be responded to by 
May 24,2010, and questi e ~19-May-2010 CHERIE WARD-PERALTA (IR) 
DMPQ IR to be responded by June 2, 2010 

@ [Ejll-May-2010 EWA MARSZAL (AD) 
Recommendations: 5-micron in-line filter 

r;:;..... and 3-hr post-reconstitution 
~ ~03-May-2010CHERIE WARD-PERALTA (IR) 

Labeling requestB ~20-Apr-2010 CHERIE WARD-PERALTA (IR) 
.. Request a response by May 4, 2010, 
~!B22-Mar-2010EWA MARSZAL OR) vira.l 
\:./ safety IR 

Download AI! Content 
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Actions 
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Actions 

Actions 

Actions 
Actions 

--.!A~c~t~io~n~s-2~.0J2~-r.-,?~~ 
2010 n.PJ' '\\~.® ~23=Feb=2010 EWA MARSZAL (AD) Provided Actions V- ~ 
advice on what to submit in one amendment ~ 
in response to the® ~22-Feb-2010 CHERIE WARD-PERALTA (AD) 
to discuss Immunogencity results® ~22-Feb-2010 CHERIE WARD-PERALTA (AD)
 

c::7\ to discuss Immunogencity results

\..d.J ~03-Feb-2010 CHERIE WARD-PERALTA (AD)
 

Provide comments on the Immunogenicity
 
~ Assay Development '
 
l:!:J ~09-Dec-2009 CHERIE WARD-PERALTA (IR)
 

Request complete response toinformatlon
 
request by January 9,


@ ~06-Nov-2009 CHERIE WARD-PERALTA (IR) Actions
 
" . Discuss PK data with Sponsor

®~04-NOV-2009CHERIE WARD-PERALTA (AD) Actions ~ OOC'D·
 
e\ Conformance Lot Advice
 
~. ~03-NoV-2009 CHERIE WARD-PERALTA . Actions
 

(IR,AD) Request for conformance lots
 fM' IBn-act-200g CHERIE WARD-PERALTA eIR) Actions
 
~ Requested to submit the information
 

requested in the filing Ie·
 
80 ~09-Sep-2009 CHERIE WAR.D-PERALTA (IR) Actions
 
iSl . ~16-Jul-2009CHERIE WARD-PERALTA (IR) Actions
 ~ IResponse to information request is due by 

July 27,2009.
 
~ ~08-Jun-2009JENNIFER REED (OT)Kamada Actions
 
':::::J described ongoing work torward .
 

immunogenicity assay developmen 

Top of Page 
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