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little internally. 

adequate time. 

You know, 

Two. What if you get 

your thoughts EIbOUt. t1 

you did your cul tur i ng on Day 

What arf I I 
a Day Two platelet? 

lat? 

DR. AufiUC'HON: You rai.se a 

poi r-k, Mary, that in different logistic sit.1 

may need to use a different protcxol. 

collection c:ei-tter to init iatc the cui turi ng, beca:.~~:cf 

my sense is t'hat h0sp.i tal s would be receiving the-;cfi 

pl.atelets from an outside supplier at various d2ys 

into the five --day durat- :icm . So there mighi noi ~T_)E' 

?at ions c)r2f~ 

In an urban setting a university hosp'tcll 

probably does not: maintain, relatively speaking, a.'; 

large an inventory of platelets and might depend C;P 

multiple deliver-i-es daily from t'heir blood center, a:::! 

might only keep the platelet in inventory fc)r a fern, 
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In suc’h a sit.uat ion, I thin:< the 

appl-opz-iat e ap,r) roach wou1.d be to wo2 ‘k 0 1-i t: a 

CC!I 1abc)1‘dt i or; bet+/eea t,he supplier- and the hosi:i taI 

whc 1-c the sL:gpl. ier is in the situation wh~,rts the>;/ cari 

co1 lect the cul ture early on, and they would riced to 

Set up a system to rapidly ident ify the 

hc)qi t a.i and to provide the irlfor~nat io r 

hosg) i tal to pull the unit off the shelf if it was in 

the hospi t a1’s harcis r-ather t’nan the blood. center ‘s 

hands at the time the culture was posi.t.ive, 

Tha.t is es,*=\* clL Llt ially what is being done in 

rope, in not only the Belgian and Dutch blood 

ceniers but also in severa!.. Gcrrnar~ and Spa nis’n b,loc~d 

centers that: are doing t’his, It’s the blood ceritcr 

that is doing the cul turing. 

That hasn’t been the approach that was 

going on in this count L‘Y. Our blood centess seem to 

cant i nue their focus on detecting viruses. so r felt 

that, if we were going to do anything with det.ect ing 

bacteria, it was going to have to be done in a 

dif fercr lt manner- . 

DR. ALI,E:N T’his whoi e issue - - It’s a I 

f asc i nat i ng prob7 em, and I think the discussic~n thi s 
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rrior-i!ir.g hdS bec:r-1 -tieI-y hdpii..i: , My pE:I-s~yj:_ fee; y-i;’ is: 

that we are not qu i t E‘ ready to move forward yet. 

I think, certainly, the data on the 

quality of the platelets, although that's not an area 

tktat I ' m expert in - - Reading through the backgrzl~.;?d 

paper and he -I - c I ing the presentation and djL scassion this 

morning, I'm of the opinion that we certainly are 

moving forward to where seven- day plate: ets in ter,0s 

of thci.r qua1.it.y is cer t 21inl.y sat i. s fact_ or-y . 

I think the issue of how one detec:Ls and 

dmls with potential- bxterial c:or~t,s.minat ion is st.i: 1 

a muc'h more thorny issue. As I look at the list. of -- 

and I have not read the paper by Kuehnert, the SL> 

called RaCon report, but it's a recent report. 

You look at the list of gram positive 

bacteria. Those very likel.y are skin cant aminarit 3, 

and that 60 percent of them - - it just basically say:: 

this is an issue that oug'r it to be aggressive1 y looked 

at, because we a.re going to do ourselves a k)ig favor 

if we can reduce those ski n contaminants at the t imc 

of collection. 

Nonethcl c:';s, the skin contaminants aren't 

necessarily the ones that are going to create the 

biggest prob1 em to the patients. In actual fact:, somI? 

of the cul tu1:e-s that wer;: done in Dr. AuRuchon' s 
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laboratory may not have be211 false posit 

may well have been true contaminants at 

level . 

ves. They 

a very 10~ 

They went back to coxlfirrn and, in fact, 

the;y had died off in the original. I think that 

cm-"i.air!ly is not out of the question. 

The gram negatives -- Forty peroent of the 

c 0 r IL am i. na nt s WCI’C gram negatives, includi ng s 0 in F‘ 

bx'ieria that I scrdtc*'h my head in terms of Irtoiti the> 

got the x-c , some of the Serra t:ia 

part i cul a r . Those are clearly bacteria 

to very high levels, even though t1 

species, in 

that can g.rc,w 

eY are in a 

refrigerated setting. They certainly can create VP:-y 

si.griif.icant endotoxic sepsfis in patients. 

There is one, the Yersinia enterocolitica, 

I would guess, may have been an intrinsic contaminF~;lt 

i r i from the blood of the patient, and that's an 

infrequent issue, but certainly historically one that 

occasionally has occurred. I think those who reme;~L,~~~- 

tile platelet collecltion at the NIH, I thi.nk, bac:k in 

the - 1970s where there was a donor with chrc)nic 

osteomyel it._i s. 

So those are other donor issue. But those 

gram negat ive bclct etri a. bother me, and I thi nk that is 
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Then or-le co~\es tG the opez~ng dl sc:l_1ss lc;rL 

that we had thLis morning on reducing risks or errors 

in 0 L1 r SYStlM and the need to begin looking at 

probiems on a systemwide basis, 

Wherl we do that, I run right up against a 

prcjblem with having individudil hospi-tal s around the 

country being responsible for culturing each and ex~ery 

uni t of platelets that' s going to sit around for mor:~ 

than three or four days. 

The question that Dr. Chamber1and asked, 

you know - -- well.1, maybe thefe needs to be some sort of 

a system between the collecting agency and the 

hospitals and so on -- 1 think the:-e's a lot that has 

to be very carefu1l.y thought through and worked out 

here, 

I'm concerned with this system that. 

requi.res us to go into every single unit of platelets, 

take off 5 ml aliquot, send it for culturing and so 

on. They are not inso?va%)le probl!ems. What we need 

is to make sure that we've got some good -- the best 

minds thinking about this and good research in th is 

area. 

That's maybe an area where NHI?RI and the 

CDC and the FDA need to collaborate together to put 

the money out there, get the right protocol.s in pI.ac*e 

NEAL Ft. GROSS 
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the years ahead. 

I think this is an exciting devel opx!errlt 

ar,d, cleclrl y, I’m very pleased with the in format ion or! 

t’ne quaI. i.ty of the plateletzs t,ht::L;ii:eiLves, and 

if wc’ can addrc?Sz the cont,amina t i on issuE: . 

CHAIRMAN NELSON: Yes. 

I-et’s SE‘E‘ 

DR . HARVATH : I wanted to follow up on 

that, a bit, and also to ask Dr . AuUuc'hon i f you and 

Dr. Brez'her and others who have taken this typp of 

a.pproac’h with the Bac*T/Alex-t, system have car-!:.;id~’ :.-e~l 

coK!bining your efforts in a malt i-center apg~ra~~~‘h, arid 

pea -&tap i: approach the FDA, since you are alrciady 

implement ing thi.s in your blood prog-r;?ms . 

thir 1 

not sure how many times they may have asked you tc) 1 

You mentioned that. you needed an n, I 

k, of 13,000 for the BacT/Alert system, and I’m 

sample the sa.me un-i t . But would you he able tc) 

approach that n of 13,000, le%'s say, with the gi-~.l>y:; 

who are taking this approas’h currently in the co~;~tt r-r7 

to comlxi ne your effort and data to justify using t’rt,: 

part i cul - dr cul t ure system? 

DR. AuHUC'KON: The problems i.n conduct irq 

that trial -- and we did have some discuss ic)r.:;, 

s c: u s s i 0 n 3 , about it -- realty related ? :, 

COURT REPORTERS AND TRANSCR’BERS 
1323 Rii00E ISLAND AK, N W. 
WASH:NC TON, D C 20ciQc,-3701 
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a dilemma . 

One applroach wo ild be to culture on Day 

O~ee ar- Day Two, wha'cver the -- let's call it the test. 

point of cui turre was - - and. t’nen culturing on a. 1a.t~~ 

date and using thik secorld cd t ure as the gold 

star~dcird., anticipating t'hat if the unit were tru? y 

COilt.d.krlatE?d, we mighit. miss it on tl e Day One or Day 

Two culture, but wr_! wou 

later culture. 

1 

The agency 

d certain?y pick it up on the 

was of the mindset- t, ha. t WC I 

wol1l.d need to perform that sec!ond culture on Day Five, 

t 0 since t,hat ’ s th e day of outdate. WLLl, if we weril 

hold all of our units until Day Five in order 

cu! ture them, we would not be able to transf\lse t 

essentially. We would outdate most of them. 

to 

That would tl 1 

trial to not only pay for 

en force the sporlsor of that 

the culturing but to pay for 

the unit,s, which woui d hav e been enormously eX;jC_:lSivE', 

well over several milli.on dollars. 

The other approach woul.d be to allow for 

the transfusion of the unit on Day Six or Day Seven 

after culturing it on Day Five. That, howe ve r- , wcu2.d 

require an INU, IKL3 ay~pruv;_ll, and informerJ. conserit. to 
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the poi -7+iCrit, whi eh althocgh I would ha~je no ethical 

concerns go i.rZg to a patient and asking for their 

co~!sent to receive a cultured unit on Day Six or Day 

Seven, practically that was a huge problem whein you 

mu? tip1 y it by 13, 000 . 

so we have not proceeded along that way. 

I would like to propose a simplified approach whereby 

a sLi, -<-and culture Corlduczted at least 24 hours after the 

first one or at the ti[ne of release could be the gold 

standard cuiture again=-, -t which the earlier one cou1ci 

be compared . Rut I lack a sponsor for such a tr..ia? . 

DR. FAI,LAT: You had a very nice 

prezentat ion, Dr , AuR~~chon, and yoiI. make a very cogent 

argument that this is a big problem, I kind of share 

the questions about the ability to expand your 

hospital across the country, but we haven't heard 

anything more about the UVA decontamination system, 

and where does that stand, and where is the data on 

that, and is there more of that data from your -- You 

know , can we hear a little more discussion about what 

soms of t'ne other solutions to this contamination 

L 
problem are, beyond -just culturing? 

DR. AuRLJCE-ION : Well, those -I- 

ly will be he:;lring more about t 

I think you 

probab he psoralen 

shared the inactivation sys t ems in tile future, I 

NEAL R. GROSS 
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_ -- b. - . 

coL-!c’~I-n that; Dr . siichter mentiozed as to wh~!ie~ or 

not platele ts treated in this method will be able to 

be stored for seven days and yield a successful 

clirical result. . , 

In vi td-0, it looks like they may. 

Howc!vc r , in vivo we already have data at five days 

t.hat they are not the same as untreated platelets, and 

they WCI uld - - alt'hough if we have to transfuse more, 

that would not confer any additional risk relating to 

batter-ial viruses, because they would be inactivated. 

One always has to raise then the issue of 

wil.1 we have enough platelets if, all of a suc1de~l, we 

are having to transfuse twice as many. Will we be 

able to prodllce twice as many platelets? I doltbt it. 

And the other issue of the toxicity of t'ne tecThlliql;e 

itself, particularly when you start transfusing more 

of 

car 

this material - - does that become the over-riding 

C:eicn then? 

DR. SLICH'i'ER: Well, maybe I can address 

that a 1ittl.e bit about the pathogen inactivation. 

I mean, I think the companies that are proposing this 

technology have a lot of in vitro data and in v'vo 

animal model. systems that the pathogen inactivation 

process works, but you know, when they went before the 

FDA, the FD.4 did not ask them to do an infectiolis 
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dj-se2i3c t -I- i a 1 w i t h the pathocj-;- 

because the numberiT would have 

., - . - - - 

been gargantuan . 

So the FDA, I think, accepted their animal- 

model systems, their in vitro contamination data 

szg<j 5 s t i rig that the process does inactivate a wide 

variety of bac:teria, viriises and protozo;l, a n!3 t he II 

the FDA, I think rightly, wanted to concentrate on the 

fact of what is the quality of these products and, 

sy,ecFfic:ally, do they provide hemcstas is . 

So I think, in support of the pathogen 

inactivated platelets, hemostatical ly they are eve:-y 

bit as good. I think part of the reason for that is, 

even though t'ne count doesn't go up as high and they 

7 I aon t survive as long, as I've mentioned, I think you 

to provide need very few platelets in order 

hemostasis. 

So I'm not surprised that t he hemostatic 

efficacy was similar, because after all, the counts 

did go up. The platelets did survive. They just were 

not as good as the noninactivated product . 

So I think that we do have available to us 

two separate methods to extend storage, either detect 

or inactivate, and I think t'nat, you know, although I 

didn't discuss it, they collected an enormous amount 

of adverse event data. 

COURT REPORTEKS ,AND TKANSCRIBERS 
1323 KtiObE iSLAND A\JE., N W. 
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1_ I mea?, e;d*rtri/ time? the E;dc ient.2 re:;~ci~,z~,d for 

a Kleenex, it was recorded. Between the control and 

the treated arms of the trial, there was no evid~~zce 

of any adverse consec~uences, and these people were 

transfused for up to 28 days, and in some of them they 

got a ~ec01ld c!yCle Of either pathcJger1 inaetivz~ted o?" 

control platelets for an additional 28 days, if that 

particuIa?- pat ient. needcjd a second course of plate1 et 

transfusion therapy. 

So I think there is a 1.ot of dc7t.a on thcl 

fact that there arc to adverse events in the pat-i e;!t: 

related to the trcinsfusion of this product. 

CHAIRMAX NE;:L,SON : Okay. If there arc:' 110 

other burlling comments at the moment, I would like Lo 

take a break now. People can check out and what h?jxJe 

you. If we could dc_) it like in 20 minutes or so, so 

we could -- because people are going to have to catch 

planes at the afternoon. 

(Whereupon, the foregoing matter went off 

the record at lo:34 a.m. and went bac'k on the reccJ ::d 

at 10:58 a.m.) 

DR. SM.AIlr..lWOOD : Are the individa;~ 1 s 

present that will be making presentations during the 

open public hearing? Dr. Bianco and Dr. Valeri? They 

are out in the hall? Thank you. 

NEAL, R. W=KL 
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CHA.& H.:‘ilAN r\;LCIIS:jpli : We 1 1 I S~~ri-!E’5rL-~ g;b~~t~ 

tell- Dr. Bianco, if he doesn' t come, I'm going to give 

his talk. Is Dr. Valeri here? We are s~upposd to 

haTie a commit tee di sccission, whic'n we have already 

had, sort of. 

DR. SIMOK: Dr. Tu'e! s3r1, 

interlude just ask, have we given t 

we might in this 

he FDA -- I mean, 

is t l-i.53 WI lat they wa 

CHAIR3'lAN ;\;iL’i ,cl:.>-~ : . - -. Yes * You kno.w, I could I 

pr0bab1.y give an erronpous sumrz~:~y, but to say that 

the Conx- i t t ec i s ve x.-i/ interested in the concrpt-s 

presented and the idea that it might be fe(3.s ible to 
L 

put 

if I 

in some detec:tion systems that collld be routi.ne, 

ot more widesixead, and if that was possible, WC 

t ‘1 e could move to seven days. 

Whether or not these two decisions are 

1 inked, in my mind, they sort of are. But in a way, 

they arc a 1ittl.e bit. separate, too, in that the issue 

of the function of the platelets after sev;ln days and 

W’r .ether or not that increases the contaminatioil ris'k 

is still.1 a little bit of an open issue. 

You know, I think the data that were 

presented were quite interesting. My understanding 

was that there wet-e more -- not in t ran8 f us i-0 r-i 

med c i rte , but I know Dr. Yamatovian from the Cleveland 
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Cl 1ni.c: has reported c)P. c.'nx, and Dr. GLl.cher I he,3=iL.;_i 

yStXYl-da.i/ from Ok:ahoinci RlOOd Centers SFITyS tlnE'y 

r0utinel.y culture platelets. 

Now whether or not, you know, they follow 

a FDA apprc)v-ed prclit0~'01 , 1 U~lPcl" -I - L-7 13 , is another thirlg , 

but the fact is that~ I think there are more center s 

that. are actually doing cul.tures and basing some 

transfusion medicine decisions on these data. Rut tE?e 

fact is it's not a -- you know, it's not a routine 

procedure at the moment . 

I guess one of the issues is what are the 

steps that> we wou! cl need to move to make it routine. 

One might be a clinical. trial-. I think one of t'rte 

issues is the fai.rly hig‘il rate of false --- appaT:ently 

false positive cultures, and if all of those uni. ts 

were discarded, it would certainly nullify the 

advantage of the ones that woul.d be salvaged by the 

five to se .-en-day cultureic;. 

DR. SIMON; I think he had t'hat in his 

financial analysis, the workup of the false positives. 

CHAIRMAN NELSON: We1 1. I right. According . 

to his, but if in fact only one culture were taken and 

there wereri't a five-day or a culture take;] later to 

confirm whether or not it was a false posi.tive, if the 

uRit was just destroyed bast, sd on a single positive 

NEAL, R. 68OSS 
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of the nu&er of units that would be - - you know, that 

3 we would lose units. Yes, Dave? 

4 DR. STRCNCE:K: You know, I've sat in on 

5 s 0 ‘[>.tff other discuss ions on the prc)'blem with bact_ erial 

6 contaminat ion of blood, and t'here really isn't a lot 

7 of great data. There's a few studies, and the data we 

8 saw this morning, while it's i n t e r-e s t i ng and it's 

9 hopeful, there's only -- what? -- 2000 units we sdw. 

10 So that's not -- With the low incidence, 

11 it's not a lot of data. One thing, though, I ' m 

12 confused about. What if -- Maybe Jim can answer the 

13 question, or Vestal. * What is involved in doing one of 

14 

15 

these protocols? 

You know, superfici.ally I would think a 

16 person would have to go through their IRE3 and get 

17 consent to culture blood and then extend platelets to 

18 sever1 days, but some -.- and you may even have to go 

19 through the FDA to get an IND or something. 

20 Are there a lot of barriers or is all this 

21 -- I didn't get that part from the discussion, and is 

22 that creating a barrier for people to do this? 

23 

24 

DR. . vo s 'T AlI : Well, I think the studies 

would have to be done under TND. Jim has been talkiir-ig 

25 about these studies for a co*up!e of years now. One of 

(202) 2344433 

COURT KEPOR I EFIS AND TRANSCKIE1ERS 
1323 f<tlODE: ISLAND AVE., N.W. 
WASHINGTON, D C 200053701 



1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

1 I. 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

2s 

. . - .- - - 

the p r-ob:,lerr,s we had with him going ahead and usIr_cj 

seven-day old platelets is we weren't really sure or 

we didn't have an7y data demonstrating t'nat the current 

storage condition would produce a good platelet. 

You know, now he's got data that we could 

extencl the shelf life up to seven days. You kno-w , 

that opens up the door for using that extension, as he 

was saying, to sort of pay for 

ycu know. 

If you could have 

you could do a trial under IND 

be looking at the effectiver 

system, platele ts you culture 

confirmatory culture may'be at 

the cost of the study, 

a detectior 1 system or 

Where you are going to 

ess of the detect:ior 

at Day Two and then a 

Day Five or two days 

later, and then pay for the cost of that study by 

reducing your outdating of t'he platelets. 

So I think we have 

moving toward being able to 

platelets, but I think one thir 

-- You know, we are 

seven-day 01 cl 

lg that maybe wasn' t 

clear up front is that there are two issue. 

One issue is whether the plate!ets will 

work. So it's p1.atcIet efficacy. The other issue is 

the detection system, you know, or decontamination 

system. We have to take care of the bacteria! 

contamination problem first . 

COURT REPORTERS AND TRANSCRIBERS 
13’23 Rt!@CIE ISLAND AVE., N.W 

(20%) 2344433 WAStIIKGl UN, 0 C 20005-370 1 w\ETI’I n&!lrpx.s CC~i’l 



1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

2 4 

2s 

. . _ 
- - 7, 

We may be doing it out of sequence that we 

are looking at data on the efficacy of the platelets, 

but we certainly would not approve any of these --- or 

bags for extending shelf life -- without having sortie 

kind of a system in place to take care of the 

bacterial contamination problem. 

DR. STYLFS: Could this Committee come up 

with some sort of staten:ent that we endcrs::: the 

conti.n\iation of research in t1 at direction, which is 

that we feel that there is adequate - - this is on1.y n;iy 

suggestion -. - adqua t-e data to suggest that 

platelets are effective enough at seven days that 

the 

t he i-i 

you - - because you made a very good point. Clear-i y, 

WC wouldn't go forward with any sort Of 

decontamination if the platelets weren't any good at 

the end. 

Maybe this Committee's role is to state 

that we feel fairly comfortable, if everyone agrees to 

that, obviously, that the data that exists supports 

the idea that these platelets are functional enough xo 

that efforts to go into contamination are warranted oze 

suggested. 

DR. VOS'IAL: well, I think that would be 

good.. It would encourage people getting into th'?it 

research. You have to keep in mind that the data Tb;cx 

(202) 234 4133 
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system, and that data could be different for 

bags, different manufacturers. 

so we would need to see data 

mazufdcturer to approve them for extensior 

days. 
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1 1. 

12 

13 

14 

15 

16 

CHAIRMAN NELSON: I also wonder- if SOIW 

thought could be given to the study design that miylit 

be acceptable to the FDA, given the costs that we ri; 

mentioned. I know Dr. Yamatovian from Cleveland did 

a study in whic'h t'here was a - -. Platelets, I t'hink, <> s 

I recall the study, were randomly either cultured or 

not, and then t'ne patient was given standard platelets 

or cultured platelets, and they looked at febrile 

episodes. They looked at etcetera. 

A study like that -- It seemingly maybe 

17 

18 

19 

could be dorle with perhaps less cost if you didn't 

have to pay $7 million for the platelets that cultured 

at Day Five. 

20 

21 

22 

23 

It seems to me that maybe there are study 

designs that could generate larger numbers at less 

cost that might provide data that would be useful for 

us to see the effectiveness of culturing platelets. 

24 

25 lines, I th 

from each 

1 to Sev5'r-i 

(202) 234.4133 

DR. HOLL,I:NGE:R: I think along those same 

nk Dr . Allen brought that up nicely, that 
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seen pro'baSly are coming from the skin. 

There were, I think, some studies that at 

least suggc lsted you c0ul.d reduce that substantially, 

not entirely but substantially, by the simple method 

of just r~~,O-Ki.n~ 15 to 30 -- 1 don' t know what. the 

exact numiber -- - 15 to 30 ml of blood initially at the 

start, and that one rd;ould consider the FDA sugg~stirtg 

to manufacturers that they incorporate someth! ng in 

their technology that would do that. 

It's not going to eliminate it all, and 

you are still going to have to have, I think, these 

other methodologies, whether it's pathogen 

inactivation or detection. But it would still give 

you that little bit buffer for completeness there. So 

I think that would be another thing. 

1 7 

18 

19 

20 

21 

22 

DR. VOSTATJ: That's a great id?a. I think 

actually, it was a year ago that we had a discuss.:lon 

here at the Committee where we discussed the\ verai( 

of the 30 ml blood collected. There was a clinical 

trial done in Europe that demonstrated it could be 

effective. 

23 

24 

25 

There was an in vitro study done by Steve 

WagneT at the Red Cross, showed that we could model 

the removal of 90 per-,,c., p-tit of the kjacteria in the first 

N&AI., FL GF?OSS 
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idea, and we encouraye the manufacturers to put th 

in place. 

The only problem with that is, you know, 

you have to take it on faith. We don't really have 

any data what the current infection rate is, and you 

wo~lldn't know if you are actually improving things or 

not.. 

MR. DUMONT: Larry Dumont from Gambro BCT. 

A couple of comments on Dr. Hollinger's point, and 

then a question for FDA on it. 

First of all, on the removal of the first 

aliquot of blood, I think a lot of people are familiar 

with those studies. Actually, in France they havs an 

interesting report where they have looked at this 

problem, and they said the number one danger is the 

skin contaminants, and the two things that need to be 

done to address that -- number one is prope L- 

antisepsis of the skin, and they have a national 

system. 

So they implemented a universal retraining 

of all their phlebotomists, and they went out and 

taught people how to do it correctly and not to re- 

palpate after they decontaminated and things like 

NEAL. R. GROSS 
COURT REi’ORTEKS AND TRANSCRIBERS 

1323 f?:IOOE ISlAND AVE., N.W. 

(202) 2344133 WASkIINGTON, D C. 200053701 wuvi nealrps 3 Yml 
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tk 1 at. 

Then they also instituted this mar-tci~tory 

removal of the first aliquot that comes through the 

needle. They were able to measure reduction in the 

septic transfusion reactions. Didn't eliminate it, 

but it was a sub staatial reduction. So that certainly 

is an effective approach. 

I think the data from Jo? 

demonstrates that every needle puncture 

ns Hopkins 

ca rr i. e s an 
I 

incide nce ris'k of about 70 per million of having a 

septic trans f.us ion reaction. That's not even bac'i.eL-ia 

in the bag, but in fact a clinical septic transfusioor 

reaction. So you can do the numbers from that, and 

that's in a pretty controlled situation. 

My question to FDA, which they probably 

can't answer right here, but some of the logistics of 

Dr. such a clinical trial -- One of the points that 

AuBuchon brought up was actually consenting patie 

if you were under an IKB and IND type mode. 

nts, 

I know ther-1 t are some options where you do 

not-have to always consent a patient with a clinical 

trial. So if there was an IND approved through FCA, 

and these could be --- trials could be set up, does the 

FDA think that it would be possible to have a trial 

whlere you would not have to consent every patient to 

(202) 234-4433 
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receive a seven-day-old platelet? 

DR, VOSTAT-,: Well. I that's a really tough 

question. I think we would have to take that to our 

clinical branch for discussion and consideration. I 

think, from my point of view, I wculd think there 

would be -- you know, you should require a consent up 

fror1t. 

DR. BIANCO: I think that Larry's -- Celso 

Bianco, America's Blood Centers -- should be taken 

into account, because it's not going to get worse than 

what it is now. If anything, it will be better or it 

won't work. So I think here is a situation where, if 

everything is done according to t1 le current system, 

present rules and t hings like that, and if you have a 

way of sampling those bags that is more effective t'han 

we have today, that probably it would be worth 

discussing it with IRBs and all that. Thank you, 

DR. IJEW: The other thing I was going to 

add, though: Could the study design be different 

where, instead of demanding that they do it on Day 

Five and then thus using older platelets, then do it 

before the time of release, just before release, just 

doing the study design a little bit differently. 

You could actually collect data on dos? 

response to give you a hint if it's going to be a 

COURT REPORTERS AND TMNSCRIHERS 
1323 RHODE ISI-AN0 AVE , N W 
WASHINGTON, 0 C. 20005-3701 
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DR. VOWAiI : The pni 

tshese trI.a.ls to look at the way the bags car1 stc)fLJ 

p 1. a t: e 1 e t s is sxch that you wou1.d do them - -- As JI[-n ~~‘3.t: 
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In ot hi: wc)i:ds , if t.ht-1 patients - - 

ax say i ny - - you expla..j.n, you know, here’s t 
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r-i3 fus ion . That, is yoirtcj to be very, very t I-d 

do. 

DR. H@I,1,T iK?;GSEJ, : Is Dr. AuE3uc:liori st 

or has 

thought i heard him to say -- and maybe one of t?.~ 

me. Rut I thought he sriid that some! of the bl oc)ci 

I mean, they ou1 ture it on Day Two, but t i, :i - 

p i:e,3 'J r-nab 1 y some of t'ne platelets a.x:e given bL,ef<:,rc? t'.;. /' 

If that's the case, I was wond;rAz-ing ~4;li-!t:+ 

he does t2len, l.ct's scly, on Day - - say, pl,atelets ~1: :' 

gi.-verl on Day Three, bi_lt on Day Four, Day Five, t,!:-z 
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a r-l t. i ‘0 

k i ~1s 

ge to 

ly. But ill.t-i: 

i 

a patl:e:~t doesn’ t mc:a:-1 a thing . 

DR. s 7’ Y I-, ii s : You know, you w-‘r2 talk-:,cJ 

about. al. I_ of t’his, but I think what rjr. VOS~ ~1 SC:; :i 

Cl 
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minima! survival. t I- 

piatel et ~~f‘OCl!li”t . 
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surviv:;! 50 per-cent, 

recovery. Did I get t 

I 

- -. He asked me this questi.or-!, ar_d you know, I th 1 n'k KC; 

have five--day stored piat.e?et.s . Tinat ' s the a'ccep: C~c-l 

end of the storage interval. So I th i.nk WC3 klave tc) 

get -- If we are goi.rlg to extend stora~j~~, I think it 

has to be the same as or better thax, conceivably. 

What; I have, I think, already doc~irn~~r-~t ed 

is that. in Plasmalyte sev~.n days is better than five 

days in plasm. . So I thi.nk there are ways that WC\ C‘~IZ 

get -a good qua.1 i ty p-rx~uc t . 

So you arc. toying with the fact t'h;it yoi: 

a s 
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pa t- 

St; ar?dar cl that: is 20 percent less for rexw 

sur-vi.val , 

have us tt 

-I 

say, than five - day. so 1 

-ii.nk abc:ut a recovery that- ' s 

to no I- ma 1 , becal.isc~ most pat i.ent- s ca 

that's pretty c1o~e: to norma!., and 

SorT!ewkAe 1.-c? of four, five, six days. 

So I don't know that you want to 

I WQi-11-d be very comfortabie as a clinic ici;i 

saying th.is is a good quality product. This is ~13 

much - - T'he patient doc:sn' t need an eight, ten-d-l;, 

sup-diva1 , hec:~us:-:~ they never have an eight, ter!- CC,;, 

survi-V&l. . So why choulci we aim for th 

star-;dard, and WC‘ don' t have that now. 

DR . VOWAT, : Just a -- I 

(202; 234 -433 
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so yoi! ear-! thin'k of it as 

nd. how m3ny c i rclu!.at c:, . 

12 MR. DuMc:m' : Larry DL!.rm!-tt . 
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of that dat.a, but s 

did the arlalysis, I 

Dartmout,h and Norfoi k, 

You know, you can adj us t for that:. i n t Y.5 

aualysis, of colVIr6c . So you have to be very carci ,Y 

dor 
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ha.ve a recover\i of 40 I 

perc:ent . 

so it’s also very cl-i-t ical to pai r- things 

so that, you car-! adjust for those in the ana7.ysi.s. so 

other confound inc,r f ac~to.r.-s . 

DR. STKONr’Ei(: So it. ’ s too bad Ji m’ s gone 

-- or Dr. AuF3ucl~on is gone . I hope t>he FDA dldrl’t pay 

Anyway back to the study design yu~s~iion, 

I t~hi nk it ‘s goi ng to be ver-y - - You know, I agLee?. 

You have to get inf c)m6.d c 0 ri ,s e :I t , but, I t h i r-1 k , 
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1 ri’r 1 ‘L‘ 1crciE’rit. , 

If I were going to ask my IRF3 to give 

se-e::-day platelets, I would not want to gi-ve them 

unless I had no mar-F five- day plate1 ets on the s’r_cl.f , 

bcbrr;l\;SC we have hec;_iYd there m!.ght- -- WC’ re not qtlte 

s u r- Q ._- that they arc sterile, and we don’ t know -- and 

it looks like they? are not going to function as well.. 

so yo l1 wou.l d want to give five -day 

platelets first- . so I wo1_:Id riot wair1t to have my 

fellow go up a route of platelets and say okay, to a 

PClt. if?Iit., you can c Ither get, nothing or ~01-1 con ~I.VC 

t h i s old platelet, you know, when yoii f re blecsd i.:ng , 

so, you know, you would probably want to 

PI-C)SpC:Ct ive1.y get. eve: ybody to corlscI-!t_ to t ‘tie 

pr-otc)col . The pr-obiem becomes, if you get half the 

people that don’ t - - You know, you stay, well, he-r<>, 

there s a possibi.1 i ty we might give you old platelets 

versus an0 t’he r p -roc~l.lc~ t - - you know, our s t-and? r-d 

prod UC' t , which is five days. 

so you know, on a Monday morning when ~0~1 

are s lort of plate1 ets, you have e:ight, peo,r)l c tira: 

need pl.atelets. You have f ivc products that are in 
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days. 

I think, if the issue is one of platcl-cL 

eff 

-ig av3ii.lat)1e plat-e1c?: s t.0 them that, might - - YOf~i 
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average I thirlk the five--dAy studies or a series :,f 

them avet-~y;;7d betweerl 45 and 51 percerlt at five day:; 

and 40 percent to 45 percent at seven ddys. That: ' 5 

reaUy the sort of dat "I t'hat I WQLI! d expect to SCP I-,: A' 

unl ess the methods have chanc~cd. sc~n~wh~t , which t’r.=>;,- J 

may ha-ve . 

Sec!orldly, I sort of wo~~l-d 1 ike to SU~~~~.~ r : 

What Larry sa-i d about_ an actual, exa,zt cLitc)ff Cc,:- 

apl)roval . Ileper-~c'liiny on what patient - -. or wh<it noI:i: .:I 

1 pick, ~01.1 cdn get a mearl ra Iic. f % C)i[! ‘: 3 
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t 0 T-\~l I< ;_‘ I I hop you have sc’cn the 

to my left to have your pr-escnta’; 

thi s topi c: . Dr. Ne:san. 

tissue intended for trdnsplantation. To i n t rcxiure t ht? 

i s t he 

topic, Dr. Ruth SO!~O!P.;J~ from FDA, 

DK . SOL,OIY[JN : Good afternoon , This 

f ina. togjic of this BE)AC’ meeting , This topic is 

p -r: e s cl n t. t! d today to i.nfc)rc-r~ the BPAC merrbcu-5; 

be i r-13 

al33 r-1 t 

recet!t reported c a s Cd s of bacterial contam-i na+ i on 

asscjcq iatcd wi t.h musclul osk-2lcltal. tissue al logr=ift s . 

FDA is corx~~ r:-ti;ld ahol.1 t t r-dnsrniss ion of 
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slide. 

As you may know, there has been a rzctpnt 

1 in a young reciplertt of 

dc)nor foi l-owing knee surgery that hc had . The 

organism that was cul tured. from his b 1 0 0 (3. W3S 

Ciostridfum sordc>il ii . 

For thoc:t? who are . a 1.i t.tle rusty on t?~ei-f 

microbiology like I was, C1 0s tri di urn i s an ar-~ac: rob i c , 

spa L-e forming bacillus that. is normal. ly f o.und in t h? 

human GI t r-aclt. . 

Investigat ions of this case were pe1-for-!r.k,:! 

by the Minnesota Depirt-ment of Mea!.t’n, the CEC’, ax1 

F’DA . The 1-e have beer1 addi t. ional rerx)rt s of ba~tte ia! L 

ad f urqa7 contam i nat ion of tissue al 

please * 

To give you a preview of this session, I 

w i 7.. 1. be summa I- i 7 i. ng the currcrit and f ut,ilre F’LA 

reyul at ions that acid 1 cl s s t h i 8 issue. T-he;1 n!a ‘-1'. 

Malarkey from our Office of Compliance at FDA wil T 

talk about mic ro’bia? contaminat j on and cl-0~;:; 
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a cid x- E: 3 s p r ;) cl e :; s i r-is’ . Next slick, piease. 

that there shal 1 be wri t- Len proc:?durf’s prey)? red, 
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These a 1-e the see t ioris of the F’rqKGcc! 

r-al e that I th Iri’k focus on the issiie today: First of 

a1.1, t-he GTP requi remcr1t.s are int~~aded t,o pr~‘ve~-d t,he 

! 
a nci complaints; ensuring t ‘r,? )- I 

i at e correct vc act ions are t akc!n, hot-h s’ric I : 
, 

t E: Z‘il! arid long term; perf ormi ag aucii ts at 1 e I3 =: t 

In add!: t ioi 

to have ~L-OCJ~~SC; cant r-ols. The esiahl ishmcl?t. WOL:’ :i 
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Y; that is, ma!. r:tai niny a r-n? 1 hoc-l. of 

s S’UFI product from the donor to tk!e j 

can be volunt dr- 

system. Next- .- . 

il 

pz eve2t b a c’ t e ‘L- i d I and f unc@ cant am. I nat i or! a:-.,: 
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curu-ent indus:‘,ry think: ng is as well ; some infor-r-mt ;.ori 

In late 2OQO there was a II E . co7 i 

t akert in the ope rd tF i r-t? room and cultumd, a 7-t 6 

The blood cultures on the pat,ient: WCY.C 

positive for E. co7 i, as WC!;.-ir’: the cu.1t.ure results ft.o~~l 

the preo~) culture. wound re .- expl orat, ion WFi:is 
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At that time, we real i zed that t he 

evaluat ion. 

We pubI. 

Fnfoyqfimk z!-- .- -. Reoori, .__ . --_. I.-- . as is rem i red under 0 il “- I 

regul a t i ons under Part 7, on August 1 , 2001, and T 

s’nou! d say that t,hi.s is an ongoi r1.g investigat ion wleliL 

further on what is go ng on in that regard. NE’s: t 

slide, please. 

This affected about 1 00 units of tissue. Again, th: 5; 
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of tissue. 
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VE: ry imp0 r t d r-1 t 

1270.3(p) , Bas 

So just to reiterclte, processing iricl.uder; 

alt - act-ivit ies perf orrr1CJd on tissue outside of tiic 

r e a ! m 0 f re;*o-ve ry . so this then would i r1.c' ] i lrl .:. c .i 

t e s t .i rig , mic-rub-ial test Lr!cj, bc) t>h ~1-2 - and. po s ks 

pr07css Ing, and a_rly 0 t he r act-i.vities thdt ar-ea 
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inf oi-mit :i on shell-l ny and gat,Zter i r-!g act ‘L v.i t. i cs: , In 

regard to tissue banks that we have f our!d SC,,!ic~ 

in t’ni s regard, WC have sent -tint Lr 1 CC! 

-1 e LS e are regul.atory letters wh L I’ 

de:c;c:ribe our current thinking and our exiicctat- ‘c)G.~. . 

They dort’t quite rise to the level of a Warning let t;~r- 

or a more serious action, hut they dcl war‘n f i. rms k !-A’: 

these are our expeciat ions. 

We recoyi? i ze that- gu i.da nc: c would ‘cc_ 

nec~essc!ry to the irldllstry in regard t,o our cur-~-~ :: 

thinking, and we began some outreach prograx.s :i n t i: : -: 

regcj z-d, both int-cr-nal and external . Next, 

plea,r;P. 

In terms of gathering of inforrn~<~t 

s 1 ‘i ,-i - . , 

on , ‘,q,‘ ; 

sclnt: a reqilest to all the FDA di-st rict off i clcs z:. i 
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Nc x :1 sl i de . 

Fi.rtal l-y, is thertl any ev.ide 

cc)nt,ami natcd t2 i.ssue, and f irid 7y, 

and prc)vi clt?d a lot of informat ion to ti-,r- 
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the Not ic<t of Avc71 1ak~ i? i ty fcs 

slide, pkaSE!. 

NOW j US-;~ br-Idiy 

your- informci t i on . Next_ 1 
I 
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po(oI i ng . Next slide, plec?sc . 

(20:‘) 23-l :433 

Finally, wt‘ let indust ry know that thtl::-a 

and data wills be revif\wCd dur :I:-: 

and amy dcfici.encies wi 11 be nC,tec] ori + ;- i . . :’ 

. Next slide. 

?'he Notice Of Availability that j,s;,- 
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rc so u 1-Y c C‘ s as they are do not perncit us to do 

exhau s t ive revliew of all est abl is’hrne;-it ins,riec:t. 1 c:i! 
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16 

17 

rep,0 r t. s that are prepared as a result 

of t issTclle banks. This was a project L-1 

bec’duse of the current situation. 

18 

19 

20 

3 1 

2% 

23 

24 

2s 

We reviewed CO est abl i shment insy)ec 

reports with reya I-d t 0 the infor-[-((at ion that- 

It's lot eve ryor le Out there, obviously, t ‘he WkC) I c- 

u r1 1. ve c s E‘ , . So I al su ~3:::: to stress that . 

I've doILf\ tii_e breakdow;] here also to s:;~I:>; 

thc1 
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followE‘d. Next si ide. 

We d i d s e Cl pmb 

testing: Lac:k of vcr:i ficat ion ox- validat.ior! c\f 
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testing: As I ment ion< : earlier, 

false negdt. i ve r-es 

Ever1 for cant rat: t _ - 
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that indus:. 1-y take h~‘?d amI do what is right- her-e,, an:_! 

I t,-hink it’s reixy up to all of us, i ndus t l--y , 

regl-il.at-or-s arld sc:ie:lk ists, to erlsclre the safety of the. 
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be: ieve for the Comr! littee I have put, 

the last;. s1 i-de. 

Thank you. 

c HA I WYAN NF:lI,SON : Tha 

quest, i ens? DT-. Schrriid'c ? 

rt 

1’k you . Ar,y 

I L J 

o~~tsidc t'ne opClrat,ing room, and they know w’nat 

put it , and they took it out . 

Now I exueci with the cur-rent f ina i 

climate at the hospitals, the 

han s 

organizat ioit to yet. their mater-i a? for them. I ’ ri! 

curious as to are they part of t,he industry? H 0 w I !? d. : : .f 

of them are there? 

We have a n orthopedic surgc’~,r-!, 1 - anal - 

wonder if he would spea’k to the stat-us of that. DC *:, .-; 

this fa 

It used 

1 1 through the cranks? 

DR . DOE'PSI.,?' : I’m the 

to be i n years past clorfmu 

hospital s and so forth to keep, for exampl e, ferm: 3‘ 
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Of the r-teed for va r 

S tC-ilit-.y t e s t, ? ng and 

all 

ha s i 

the ruies t,ha.t are bas i c:a! ly promu.g3.t ccl , $ ” L L , 

c’a 1 1 y , they dorl’ t. exi si anywore . 

event s , wha ‘: 

ine inspe-t ic) 
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24 

t’r!a t had to - - were required to regi.ster. out oif 

t ‘r.0 s E‘ I we recerlt- ly t al 1 ied thaL more than ha1 f of t !.L-v- 

ei t her di stri.but u onl y or test only. 

On the form that they have to fill. out_ : r 

register-, we ask what functions they perform. So ;4; -1 

w;r-.n.tcd to kno-w how IWXI?~ di.stribute only and test o:.l 1.’ 

for some iI?siiec’t ion priority purg)oses, and al su ‘,a;- 

h2.v~ al so heard that: the Congress and the puhl ic d t . 

s2.yiny, you know, why do you hdve 4 60 banks whys:; .r. -- 

orki y expected you to have about 150 ti ssuc3 arid FL;,‘.- 

jJ ;’ r-l.% 5; , 
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--. 

.~ld not be l:?.'k~:Iy to join 

And. then, Dr . So; omc)!-!, 

nk ,‘: that you are aweir-e of? 

as 0 f i-low we have I. r-iSpE!c ted all- Of the tiss;l? ‘DdXFr?; 

that arc, ful 1 tissi-le bar;ks. Is that --- about 160- 

s 0 7.e , 

distr 

mat h when you take OUt t ‘nc, 

rq labs. 

is fair to say that we cdni-~of 

get out, to every one every year, and there is SOK!Y 

pr i ori ty given ba sE7d on the activities and based or-! 

their prior history. If we saw problems, WC wc~_~ld 

obviously want to go back in a more timcIy fashiori. 

DR. SOI,OM3N: But I be1 ieve currently thcb 

a i m -is to inspect every two years. 

MS. MAL,AF:KF:Y ; Yes. 

CHAIKPIAN NF:: S:3N: You reported a couple of 
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times this has oc:clurr-~1 wltho~lt our kncjw1edge. 

n c? r has surr;e infc)r;L!cit ion pC?i/ 

0 ri t'flat- . 

I certa 

we be1ie~1~;3 it's a 

there. 

rdrripdrtt pro%)1 em, but it is out 

In respccA -- I'm sorry, sir, your fin.1 

qu6?sticori? 

CHAIii?i!AN N4:LSC)N : Well, I guf?ss the 

guidance or after t'hesc? rules are prcxc~ul.g& 4, 

theoreticaI!.ly, that would more effec;tivcly required 

reporting, I guess. 

MS . MAIAKK1-~‘C : Yes . Certairll y, the ad:,rei-s;c! 

events, as Dr . SO~ORICJ!~ stated, w3ul d be reportE‘c1. c3 3 L 

that would give us an idea when this OCCIU~-ed, 

woL,ld be able to act on it. 

DR. DOPE?:::,?‘ : I'd just. like to say 

think the i.ssue of d2t2 gclthering and reportir 
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to, and they may 

it I and t hey may 

so t 1 e system is there, but, it dc;ess-1 ’ t I 
i 

is a probl.em, at least the AATEi is not,ified, t’n<l ?:‘I;<‘, 

es:.abl i sl-! trends, you would 1. ike to do it ea;-ly cii!, 

rl@t. two years after- the fdCt. 

MS. MALARKtiY: Absolutely. 

DR. DiMTCKElLE: : When you cited t:-:*, 

evc1.u.t i-on of cof~c:erns, you started in the ysdr- 20~‘~ 

existence for- a while. I don’ t know ho-w long, :I.‘-. i 

maybe you can educate me on that. 

I’m just t ryincj to u.nder-stand what_ : i:.- 
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I c a. n ’ t. SpE‘dK to wha t hap~)~~?&. pr-E’- 

regiil.at ioil, but t’r1cict.t h ;i ‘3 be E! f 1 tlte focus, and. oi_Lr- 

at tent. ion has cc7-t,a i rlly gone e1.scv;hPL.C as a resul t of 

recent - - more recent ever1t.s , 

CHATKMAN NEI,s;e,N: okay, thank you. T h 6 

next presentat I on i s Dr . Ma r i on Ka i n~‘r f r-om C’DC’ . 

DK. KMNtj:F:: Could I hav<l the first s?l&, 

please? Good aft e moon . T’narlk you for allowing rpe 
L 

the opportunity to updcite t 

infections. 

al logra.f ts 

tissues such as bone, t en~lorz and men-sci . 

65G,OOC allografts we:-e distributed in t 

States. This compa ret! to 350,000 in 1990. Nex’: 

sl id2 . 
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SE“/C ra 1. t i ssiie dist C'but-ors , a r-id t her-1 i t, g<s; :: 

imp1 anLct3 into mu1 i_ ipi e pat iertts . One clonc~i- C'd I-! g 1 'J z 

r.; SE‘ to ahol~lt 130 t i ssl.tes . 

The t.issxes you see do-WY. at the Got t (2ri-l si :-e 

bone, tendon, meniscus, and bone screws. NCZXL slid< , 

13 pl.ease. 

14 In Novemb~ of 2001 a 23-year--old ma !! ^_. 3 r 

15 

16 fe:nor-aI condyle - - that is a bone--cartilage 

17 allograft. Three days later he developed pain in hr.~ 

18 knee. There was rapid progression to shock, and 5~ 

19 d ed t .e following day. Blood cultures ok)tair?.- i 

20 prcmortem grew Clost:r-idium sordel iii. Next slidcl. 

2 1 The tissue came from a donor who I w:ll 

22 refer to as Donor A. That donor had no signs :- 

23 

24 

2s 

sei-r,c;:i,. - c t L He had no risk factors for- Clostridi-i - 

infect -ion. The bcxly was refrigerated 19 hours aE: --‘z- 

. i / I 
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/ and all tissue was sent to a single tissL;e 

yc!ar- 01 d who had a 

1 - Imp 1 Cinted . 

acid. t ted to ho>;2 i tal eight days; after surgery w!. th 3 

dramat .ic resp0n.s~~ t 0 ampicill.in-sl~1bact.d:~!, a r-1 

antibiotic which has got excellent anaerobic covez. 

No anaerobic cultures were taken. 

There w~r'e 19 non-implanted tissues sti i 1 

at. Tissu~~ Processor A, and these WC re cultured at L"l‘i c 

C.lo~Lt_ridfun sordell ii was isolated from two tissuEIs, 

one fresh femoral condyle and one frozen meniscus. Of 

note, all process ing cultures at Tissue Proccissor- A 

were negative. 

Let me j ust take you t.hr-ough sor:c tiss:icb 
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1dent i ca.'L ! y . 

After the debridement , you have the 

the femoral condyle or the meniscus and the 

cortipanion tissue, and they arc placed into a working 

T h .i s a 11 t ? h i. o t 1. c soluti.orl is added. In tht.1 

container you still n1.d; r !~ave residual vegetative forrots 

of Clostridium species, and YOU also may have 

Clostridium spores. After some time --- next slide -- 
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II t i s s -1 e i s cul t ured . The 

CCVlC~.3;t:l ion ’ 1 t 1- 5 c: l-1 C’ is plac~~~d int 0 a cul ture x-.E:~~LI:v, Fii!lCA i . . . i 

yciu may a! so have a transfer of some of the 

C2ostr_ic?i urn spores, and over ti.me - - next s? ide - - you 

will have growth of t ‘r 

veg&r ci t iVE! f 0 rrr1.s , a n d 

now? 

/ 
You get some of the C1ost:r.id.ia.Z sports I 

ge rmi ati.ng, becoming vegetdt-ive, but they get killed j 

negat- ive, something whic’il we ca1.I baclt-erioskas i s, ar.ri 

so one would not know that you had Clostridia Z s,=,c~c -,.s 

present. Next slide. 

So we hypothesized that the discrepancy ;r. 

r-e 3 



1 

2 

3 

5 

6 

7 

8 

9 

10 

li 

12 

13 

14 

15 

16 

1 7 

18 

19 

20 

21 

22 

23 

24 

25 

ca s C! i n M 

Of sept ic art hr-i t_ i s due to contamir 

CIAi 1C’ i atE! 1. i game rit: a!lografts, and 

addi t- i on3 7 case reports. I will now 

a:!cl i t . - 

First. Of all, the definit. on: FOL- 

purposes of this report, an allograf t associated 

bacterial infection was defined as: A surgical site 

i mp 1 a n t a t i 9 !I in’e-ct ion at the site of an a?lograft 

occur-I-i.ng w.ithin 12 mont?-s of allogi-aft ir r 

77+ in an other-wise corrp! etely healthy patie 

predi spas i r1g ri s’k factc,L-s for infect 

NEAL R. GROSS 
COURT REPORTERS AND TRANSCRIBERS 

1323 RHODE ISLAND AVE., N.W. 
(202) 2343133 WASHlNlGTON D C 200053701 

n 
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W-2 arcti rta i rlc!d cases w notices I :. 

elect. t-01! i c: list. s$rvic*e, throLICj1’1 tkie MM?/?, Food ?::I i 

Drug Admi z istrat ion, artd through some state regulator:/ 

.ties. As 0 f Mar.clih 11 we had a total of .-< 

Thirt.eclil or 50 percent of these al?.cqr-tiif* 
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0 f t ho s e t: i s sue E: , 

Now whc! t akmi~t the a 
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lag in terms of before the t i sssc 

to the CC 

me thcid , but it's not as easy as that. 

Ethylene oxi de is associated wit-11 

penetrat .i on of ti.ssue and 

So ir 

to get a baianc?e 
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I E : Thank you for- al 1. that 

th&- -- again, the quest-ion I as’kcd before, in ti. 1’ 
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t 

limits for tissue retrieval, and 

that you can ret rieve up to 24 hc): 

he tmciy had been ref rigee-atxc1 at 

hc)urs af te r delat.‘rl . 

13 

quest i or-l . 

DK, AL, ?‘WD or t hrce quick ques: ic,:..~ 



DR. AI, 

a large bul k 

,ElN : 

of 

are ant ibiot ias wi? ‘ii Cl 

rtt ccl? 

DR. Km Vi*‘?. : So far, most -- 7’ 



co11 tai::l. 

Thti.t.rlk you . 
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So if you sort of work 

they probalr,‘ly reprr‘sent a f d irl y 

mzlrkct share. 

In regj-\rrjs to t’rlat, I would just. add ; :.*_’ 

issue, and you 

t e T-TklS of t’he i nc+.dt:xe of infec:tion, if you look at - 

If you do the math, that turils c)ut, to :-.- 
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if W? take 

popui-at ion. 
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wc;L-t hw’ni le, par-ti.cul ar-ly if it i,c, r-ri_yc 

coalcl really get a 1 ot of dat;l f r-c,rri 

DR. KA : NE E? : We have col.lec:t cd this da: c~ 

r 

what you were ss.yi.ng about surgical i n f e CL: L .i 0 I: s , PI ‘y 

and I suspec:t: f ram the d;_it a that-: you have said thC!! 

I think it bchc;ov:.s the or t hop~~ci i c’ 

c0~~~u~:in-i ty or any of the 

bcirxk t issue, i-f you wi 

iat use t is’-;c;l.:;a 

ati r-ibiiteti to the sclrijeon could in essence be’ nc)t 

tht,i r- fa:-11 t. 
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DR. SOI!OP4oN: Could I corrirac!nt-? As I ; 

WE‘ d 

-te i 

DR. CHAP!ViHE;1R:,,AbJL> : You cat-t t share t?.-;+. 

DR. SOLIOMC~N: I don’t, believe we - - 
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of orgsrts? 

Second 117, are there other int eritdt i C~r?d! 

s t 3 ncia y.d $3 that might be helpful i n helping i! .3 

rer2sta’bl ish our own i I-1 this count r-y? 

to answer that at a1.1, and I ’ m not aware of ma 

acidit iona standards internatioi-1all.y. 

I know that in Aus t r-al- i a they don’ t; - - 

there is some work go i ng on at the present t i Ime IX 

re-dising some of tIlei r stan~:1ards, but I haven ’ t dc~r~-~ 


