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Transmit >iit H-m11il 

April 28, 20:20 

Brent Morse, O.V.M. 
Dircclor, Division of Compliance Oversight 
Office of Laborul<Jry Aui,na) Welfare (OLAW) 
National Jr.sti tutcs of Health 
RKL 1, Suite 360, MSC7980 
6705 Rocldecl~e Drive 
1:kd ;c::sda, MIJ 20892•798:2 

Kt: ,.,.ollow•up report of)loncompliance rcf:ar(ling National Heart, Lung and 
Blood Institute (NHLBI) RotlIL1334oi (CSMC IACUCStudy'l1tlc: Oeve loping 
aJl M.RI-guided discu.sc-m()diC-,.ing tJ,cr~py for myocardial infarction nnd 
ehrt>nic heart failu rei CSMC IACUC #5257; Animal Spcde8: Pigs:) 

Ocor Dr. Morse: 

In my capacity as the lus titotional Official at Cedars-Sinai Medical Ccnlcr (CSMC} (Assurance 
#1)16-00420

1 
Leg~cy •;t.A.3714~01).-,and in uccof"(lancc \'t'i.th the PH$ Polle..')' on Humane C1.1rc un<l 

Ust:-ofl.abon:1tory Anirnr1ls (Policy) JV.F.3, I tun writing this letter to provide a follow~up report 
r"~garding an lncidenl or l\<H"1cur11plianoo a nd deviation from the provisions or lhc C':uide for the 
C.\r~ and lise of Laboratory Animals (the Guide) rel::lttd to the a hove-referenced Nl-lUH Grant. 
1'h is case wa:, previously reported to Or. Axd Wolff, Deputy Dircc:tor, OLA W by ;\jay Sagar, 
IACUC Manager, Rest-a1'ch Complinnro and Quality Inwrovemcnt al (;SMC in a telephone 
c<.111ver.:-a1ioll on Marc.h 30, 20:.1:0. 

On Febmary 17, 20:l:O, a pig undcrweut :i !;urgical procedure tocvaluutc how i.nfu~ion of cool 
saline arc)und llm hc.l1'l \'ia catheleoir may mitig.'lte dc1Timcnta1 effects of myocardial in:-lt~tion. 
Approximately 15 minute-.:; .incr beginning the cooling stage, thi: pig <lied under ~ne~thesia. Tt!.C 
incident was reviewed in dcptb w'il h the PI and surgeons-a.nd ac.:co:-diog to ClUI' vetennaria.n~ . 
. Altbot1gh the (•ausf.' of rl~.11h muld not be determined c.ondusivcl}', the most likely contributing 
focto~ were the cooling procedure :md/M the l\'11. It was also dctcrrnim.'U Iha I lht:. i11dividual 
v.·ho pi:imaril)' pt"..d'ormOO the cooling pt'OOC<lurc wus "'ir, tr~ining" for thL,;; proct:durcajd not 
directly supervised by lhe lead surge<>n who was occupied by a sepor.itc: surgery in an adjacent 
operoting roon1. 

i\,.:1dcn1H' 
Albiro: 
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'f'he Committee wn!. nnlific.~d :ind discu.~scd the incident at the March 16, 2020 )ACUC mceling. 
Ther r.l.e tenn!nc<l that pcr[ormiog cx11crimcnl1.tlic,n Oil m1ima l~ wilh<mt dos~ supervision by 
qualified and experienced f')CrAf>nne1 is comridcred a serious dt'Yialion from th~ p1vv~sions of lhc 
PHS Policy and th~ Gilide. lbe IACUC Ch.air followed-up by-sending a memo to the Pl on 
?.farch 24, 2020 summurizing the obovc dcl,Uls aod l'Cquiring th,: Pl lo submit a corrective plan 
o( action by April 8, 2020. 

The Pl responded o n April 1, 2020, oonfirmiog that the lcml surgco1\ h.:td stepped oul of the 
surgical suite lo obscr\'c ~:mother procedure takin_g J)lace in an adjacent surgical suirc during 
part of the surgery, The PI confirmed that moving fon,·~1rd, the lead surgeon would :i.lways be 
p~nt dodog :-urgtties involving procedUT(S pcrfonued by individual8 h1~tn•lning. In 
addition, the Pt has initiated training l>rocc:durcs 10 ensure the trainee will become fuUy 
qt.1alHied to perform the surgeries. 

At the convened lACUC meeting on April 2 0 , 20201 lhe Committee aCL-epted the Prs response 
u1uJ the actions taken 10 a<ldr<:85 this incidence of nonc◊mpliuncc. Fot ac.ldili1,nnl context, the 
Commiuec also rcc.-ornmc:odt..-c.l refinement,; to the cooling pn,eedure based on discus~ions 
between Compar;1tive. Medicine and the Pl and surgeons before prol"CCdin,g with additional 
surgeries. A modification to update the cooling procedure was submitted and appro...-.:d. 

Pkasc t,e u.ssuJx:J. that the iMtitution considers the protection of lnhon1tory ;inirnals to be or 
utmost tmnortance. P?case coutact 1J1e ut[ <'>) ~ ' Dr. Denis Magoffin, JA(;UC Chair, ut 
, moo 
\vi.th any questions or <.'(>n<.'Cms about this matter. 

Sincerely, 

Shlomo Melmcd, MB ChB 
Executive Victi Prusidont of Academic Affairs 
Oe~n of the M1,;tli<.-al Faculty 
Professor of Medicine 

cc: Karen 8nm10Je1t. Gr~nt Management SpcciaJist, NH L.81 
Ga~ L Borkowski, J>.V.M., M.S., Global Oin,ctor, AAA!.AC Int. 

I ,.,(I) 

Department Chair for Pl of Rcoo,d, CSMC f enis Maaoffio Ph.D .. IACUCChnir, C,S• M_ C ___________ l'J1_ •_.-0 

Priodpo.l lnvcs:tig.ltor ()f Record, CSt..1C 
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