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Ptah John,, : 

Re National Registry of 11CV irat'ections 

This proposal now contains more detail of the methods to 
"ducks"" the diti'iv'ult <luc titans. These are of two kinds a) quest,iot 
the infonnaation on Inflow up p will it he possible to get reliable all 
illness andon other risk factors and h) thequestion related to the 
ioei hack s;o€ly£, Although they now clam that follow up is not th 
i i'ny this trat;tst surely he the primary reason for setting it up (al 
will he possibilities of other important studies sueh as fumiliul trail 
of an a appropriate control group is almost certainly going to have 
ara{aclused patients (and pcaha tps tlto;• e found HCV negative to the 
lc$gistics of this would be much simpler if they are done at the san 
the registry, My feeling is that the proposal must include this elcrr 

in addition I I&I that the investigative team needs to he `t 
l first there: should he a hepatologist or mote) as all iaavcstigatoa It 
should also he noted that the scicction of the hepata logict(s) is eni 
competitive nature of hepatitis re°seauvh ill the IlK with the accom 
the group have limited expertise in cohort swdies ail" chronic dicta 
or will become) and they should include in the team an epiclemiolt 
area as well as naming a statistician who will be responsible for di 

Clearly this is an important study which most be done < He 
only a pilot phase is funded with the requirement that a more dotal 
developed during this phaase, The overall level of 'atnding is mndc 
value of the gaudy is to be harvested then it will he considerably nr 
a more detailed plan and costing, 
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primary erlrjceti c of the 

hough as they Slate there 
;mission'), Tlw recruitment 
~ come` foam other 
lookhock study) and the 

time as the recta€talent to 

aplenlentecl in two areas. 
adv=ise oil Clinical aspects. It 
ical to success given the 
allying acrimony. Secondly 
es (which this essentially is 
gist with experience in this 
work. 

vever I Would suggest that 
led protocol being 
I culTroaltly hilt il'the real 
are costly. This will require 
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ke1erec's coin ants: Nationaaal registry of HCV inlcetions 

This profit`s al is iifu i,', in that in the ,it;a aiiiap:iny, ing lieu r.it i.s't.o:d that a naaittral 
hi y b<t' 3Jy of HC4 '  i ; itr.£t WIN aalid tht:ra d$$r Mtih th sning up of it to gIster which mu: 

sumly } iv: that is  aatt In addition thew is in thy' pig}p os,a1 a: dis i n of a ci"i of 
group ' %1thow any Ci nit#aii1n not to slat it should he or liow r oi't.iiicd hhsi ins in n is a 

er)> .siuds ii it is ruaafy+ not e+:asitsle in Carr' cast a propa:s €wwi~€l Ii€st iy studs s then 
pis<: rs i t it , ~~~i.at di funding. onto, of the: issues wfl only be addio, s d by trying to do it 

and it would therefore snow sc.trsihl :, to pilot the procedure pwceduret whilst €.laws=,lopirit ii detailed 
pr ~tticol
Suiie spoatiie lrt ittts; 
I It is not clear it de ld is that have octuraed in thowt`, rr'ansiusi`d °s~rth Htn' ~a 1,ositiso 

g 

blood that 

have occur'r€ d before theicSoko h ck stub he included - it as'nul l sm inipoitSuu that at l sa t. 

death certifrcab s on these ue ohtaiitned to inform the gcracralisaahility of the study. 
2. 1. hider 3,1 ii is ttn>vleaar if there will he controls for this step in the co dy or will standard' 
Iial iaiatot°y rtorsit it tan 4s be used? One ethical issue is the r .riot Ito the sransfnsion - all of 
Ih+._so subtceo twin a base some prior di tease or i§"a%,tra and this will nerd i) be i corded and 
aan ilysed. This may also make h ot 3"s: wta'r8) of the Jivei" di at@irlrant i pattern difficult Wit ii. nt 

cutup table t,'w tiels. 

. 1. tide t 32 it is s opected that health planners will need to aaa.ljatst the results a fri opt t i;ttrl is> 
other routes 

1t,• 
ti'Qilrs3tiis tt7ti and padont groups - it is quite, unclear to the how ills mull hr 

;.dons without r ii ipwahle sttitlii.s in C101cr groups. 

The addition t i etlteer"new iiilt`.t i ns" it is uncle at how many of these ihcere might ho. It is 
not included in the twine . 5i70 calctulmion They will need to h treated separately from the 
kink Mick sullects since thq sill have a quite different fii€yvcnaainee - way he healthy at aatiy°, 
may he. IVT)Us cur and lieu o, way need a additional e nu al gaa~ti s, The nioiritiiring of new 
aatiections is surely Qi duty „t C1.)SC° anyway? 

1c inelaisu n ,,I di ug users ttrider 19 and those with less thin 4 year's use
irt£:^litsieir .:,t`aa gint.* diii"wont (and potentially large gu uii}, Since IVI i base ntaany other 
r£r'i6riaiS A developine4 liver doc ise and a quite different p xiit€d`i'n iii itit}$'htlaty and m3.'•£ttaaidy to 

dw general population <i control group of unin!" etcd IVDL,'s will ha L e `ilti ta, 

ti, In 42 patient ic gistrati£=ii tt c reason for transfusion and print t11ticss B ill he critical 
informaation, 
7, The sample siie in the I mkha k study is clearly ad iluate but nothing is said about the outer 

groups to ho inel:ttk d. 
Selection  bias ids ,.°e ire ;t'S'i: r in aytieiat studies so thedisc'ussion of ascertainment bias re ors 

to generalisabilinv=. 
9, It is rioted tltait fapd. itip at: Suntlhport will still occur but hoof will this far inteipreted with ni:£ 

control group
10 Th method if collecting itaforrtmation on additional risk factors is not specified in any 
detail This is p tentiait ai rery difficult ;area and in order to pet ie'laahl ° siani.l;n'€dis e1 
infonna i "i is almost cotton to t4`t m c approaches to Me hutsje m tlwmscls>€w directly cith r 

by postal gticst omairc or latci ViOW, Reliance on clinicians to preawide this inmiar naoirw is 

unlikely tee generate, useful data. 
11. It is unclear how ,,synipiunrtiuc hv°ci disease its def'ine.°d. Since these subjects is will have 
been told that tlat•ya we HHCV positive this fm in of srilitccrive outcome is likely to he biased 
Much mute ohjcetivc criteria are acodi.°d to donne outcomes.. 
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