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g
The contlnulng s1gn1flcant 1nc1dence of thls dlsease w1th 1ts attendant
h1gh mortal1ty and morbldlty, remalns an 1mportant problem and clearly requ1res

| add1t1onal therapeutlc maneuverlng, in order to reverse the trend From the S ]ffV,

foreg01ng data, it is obV1ous that the 1nc1dence of thls dlsease fbllow1ng trans-~
fus1on may be reduced by (1) decrea51ng the number of un1ts transfused (2)

b,} remov1ng HBAg pOSitlve blood from the donor pool (3) convertlng entlrely to the ;;5

“use of Volunteer blood or (4) employlng a more effectlve prophylactlc agent

than the convent10na1 gamma globulln. L

h'creas1ng number of compllcated surglcal procedures be1ng performed: partlcularly

card1ac surgery, often requ1r1ng large volumes of blood a reduct1on in the trans—»
st1on rate does not seem to be a fea51ble solutlon to the problem at th1s tlme. '
“The removal of HBAg p051t1ve donor blood appears to offer more lnnlted hope h _
than had been expected It has not proven to be of s1gn1f1cant value in reduC1ng
the 1nC1dence of post transfu51on hepat1t1s 1n the VA Cooperatlve Study as of thlS%;

' date. Furthermore only 25% of patients who rece1ved HBAg p051t1ve donor blood in -

thls study, developed post- transfus1on hepatltls._ “This - dbservat1on 15 in

accord with those of Gocke(ls), and suggests that, although the testlng and Te-

- moval of HBAg p051t1ve blood from the donor pool is, and should be mandatory,

reduct1on in 1nc1dence of only one- fourth is to be expected Vi
An 1mportant and p051t1ve step would be to convert the blood bank1ng practlce :

":in th1s country to an ent1rely voluntary one. W1th close to ZOﬂ of all blood

dlSpensed be1ng derlved from non- volunteer sources however the probab1l1ty of
thls change occur 1ng in the near future would seem to be remote.74 L e
“In the past year three 1mportant studles have “been publ1shed 1nd1cat1ng that”5

the prOphylactlc use of hyperlmmune serum globulln (gamma globulln rich 1n ant1—

h, body agalnst the HBAg) is likely to be effect1ve in prevent1ng post transfus1on :

hepat1t1s. Krugman et al(14)

1nd1cate that Hepat1t1s B Immune Serum Globulln : _
appears to be. 70° effectlve in preventlng hepat1t1s in 1nd1v1duals exposed to Lhe .
Wlllowbrook MS-2 Stra1n (Se1um Hepat1tls) of hepatltls whereas conventlonal
gamma globulln has proven to be qulte 1neffect1ve when tested in the same sett1ng.
A large study conducted in Korea 5), employ1ng gamma globulln which, in retro-

spect WaS dlscovered to have a high anti- HBAg t1ter, 1nd1cated that thls -gamma




A study conducted i

-‘of post transfu510n hepatltls. ; 'ese hospltals

the same experlenced personnel to evaluate the new h1gh t1ter gamma globulln '

': d;by a 28 day 1nterva1 and the other, tw0’1nJect10ns of conventlonal gamma _"
The first 1nJect10ﬁ is to be glven no later than five days (120 houts)
rece:pt of the fqut tra.nsfusmn unlt Patlents hho are otherwlse e11g1b1e
are found to have HBAg in their serum at’ the time of 1n1t1a1 screenlng, w111
k', not be fandomlzed but w111 receive known convent10na1 gamma globulln. A1l




A completed forms are to be se't to the Co Chaa nar (Dr Seeff), who w111
promptl review the forms and then forward ‘them to the Eastern Cooperat;ve Stud1es

Center where they w111 be . checked by the computer programmer and the key punched
The new data w111 be added to the ex1st1ng records at 1east once ' B

computer w111 be used to prepare app01ntment schedules for the routlne V151ts to
ed1t the data for m1551ng forms for m1551ng or. erroneous 1nfo£ at1on and to send
1etters to the hospltals concernlng these. It w111 also be used to prepare 5pec1a1
reports for mon1tor1ng the progress of the study and for ana1y21ng the results._'
REQUIREMENTS AND PE SONNEL FOR PARTICIPATING HOSPITALS : '

’sonnel All personnel presently conductlng the- "Needlest1ck Hepatltls Study

w111 ;unctlon 1n “the same capac1ty 1n thls study i ke , =
1) Respon31b1e Investlgator = Assumes overall superv151on. Makesuclinicali"
deC151on. ‘ M o ‘ s S I'iv,'
ﬂﬁZ);rResearch A551stant - Assumes all adm1n1strat1ve respon51b111t1es.~r
'*33] Research Nurse - Screens hlood bank Interv1ews and draws blood on each

| »patient. Follows patlents sequentlally

’ ;34)~STechn1c1an - Performs all 1aberatory tests. i :
;55)":Loca1 and Central Pathologlst - Interprets 11ver blopsy sect1ons.
’f“?6)fIPharmac1st - Stores and dlspenses gamma globulln

-c§7j'IBlood Bank - Prov1des dallv 1nformat10n on. blood usage.»'

fzfl)}7Ciinica1>or other area.ayailable for seeing patients and drawingrbloodfat




follow up v151t.;ﬂl ?,.
2) Laboratory
3) Offlce for Research Ass

Services.:

,1ons of blood blood products or

' gamma globulln or blood products other _an serum albumln w1th1n the prev1ous
' 51x mohth perlod Transfu51ons of blood or gamma globulln 1n3ect10n prevlous ‘to

thls perlod w111 not be a reason for eXC1U510n.',”

o C. Patlents w1th an obvious pre- term1na1 111ness 1n whom surv1va1 1s¢.

o
expected to be less than six months._
J :

TEY




I.

:da,f‘cr1ter1a W111 1nc1ude an evfluatlon ofhg tal personallty, as. wel
.ipermanance of home address and employment the fea51b111ty of P ‘10,‘
“from work: for follow -up VlSltS the

'd Patlents w1th pr1mary or: secondary cancer of the llver;jiij: N

: Pat1ents w1th neuropsych1atr1c dlsorders 1n Whom hospltallzat1onrls':-
Ind1cated pr1mar11y for the neuropsych1atr1c d1sease f "l _' o "r,j ey
CE Pat1ents addlcted to. 1n3ectable narcotlc drugs. The need for 1nsu-:v
11n and other therapeutlc parenteral drugs however w1ll not exclude a patlent
from the study h S rf?jf“.y > ‘["*ff,jf,fv-‘ e 5 ' o

“gicontact w1pl the hOSpltal "The
gsuch 1tems as

absence s
‘"ellhood of confl1ct between the pat1ent'

‘travel plans and the need for follow- up VlSltS.v Based on ‘these general criteria,
a Judgment should be made at the time of transfu51on regardlng the fea51b111ty of‘f
,1nclus1on of a patient into. the study s o e

4.' Patlents To Be Included St , SN .
s Prov1ded the patlent is cons1dered rel1able and is not excluded by the.
factors c1ted above he w111 be con51dered ellglble for the study The patlent

: w111 then enter into one of two maJor groups - the Randomlzed or the Non Randomlzed
'*f.‘group The pat1ent may only be entered 1nto ‘the Randomlzed group (Hepat1tls B

: Immune Serum Globul1n vs convent1onal gamma globulln) 1f on 1n1t1al screenlng, “he

~.'1s found to be negatlve for the HBAg ' If however, on 1n1t1al blood test1ng, he ff“

is HBAg p051t1Ve he may recelve only known conventlonal gamma globul1n.,'

rDETAILS OF STUDY

1. In1t1al Dally Screenlng_

Every morn1ng the Research Nurse w111 v1s1t the blood bank and record

on a.3X 5 card ‘the name, soc1a1 secur1ty number, number of un1ts transfused and

thelr dates and the ward number of all patlents who have recelved blood trans— i
fusions in the prevlous 24 hours.' The Research Nurse w111 evaluate each. trans-

:fused patlent for potent1a1 adm1551on to the study accordnng to the cr1ter1a stated




tests that mlght be necessary e. g subtyplng of HBAg These SPec’ ins l;pyj
pre transfu51on rec1p1ent blood and all the donor trans"us1on bloods are crttlcal
saanles."' : P B ‘ P LR I e
- 'The Research Nurse W111 then 1nform the respon51b1e phy51c1an of the name(s)
i Of the potent1a1 candldates. The Research Nurse and phy51c1an will then;
v Dlscuss ‘the 1ssue clearly w1th the patlent, g1V1ng h1m full 1nfor_ i
mat1on aS to. thefnature of the study i : Cnen ;

study s goal) E S SR R A
Have the patlent 51gn VA Consent Form 10 1086 (ava11ab1e locally)
ppeL I h-d. Proceed'w1th a hlstory, phy51ca1 examlnatlon and laboratory studles"

(see I;,tlal Wbrk up, Form a) Th1s must be accompllshed between the date of
flTSt transfu51on and date of f1rst 1n3ect10n.v , B h
N L The flrst spec1men of blood follow1ng transfu51on for basellne evaluatlon of
bij;‘«:'j the 11Ver functlon tests (Total and Direct B111rub1n QGOT SGPT, Alkallne Phosf
phatase Prot01n and Proteln Electrophore51s and the HBAg) must be obtalned no
latgg than 96 hours after transfu51on. This w1ll allow for the results of HBAg




g anﬁl HBAg to a patlent who already has c1rculat1ng HBAg

o Randomlzatlon Procedur

'ag After the patlent has slgned the consent form an 1n3ect1on date

'*‘j any tlme w1th1n 120 hours follow1ng 1n1t1a1 transfu51on shal] be selected At »
{the optlon of the local 1nvest1gator patlents may s1gn the consent form prlor to
':‘the adm1n1strat10n of the blood or contemplated surgery )

b. On thls 1n3ect10n date and follow1ng completlon of pages 1 4 of

,Form ”a" (In1t1al Wbrk up) as well as the approprlate number Of Forms J (Blood
_Transfu51ons) the. phys1c1an o) of Research Nurse Wlll select the next consecutlve
'1nJect10n code number from elther the Randomlzatlon or Non- Randomlzatlon group
(see above) The numbers 2201 = have been allotted to the Randomlzatlon
r_h‘group, and 4201 -7’?7' to the Non Randomlzatlon group R

o The date of randomlzatlon w111 be establlshed as the date of the
firSt 1nJect10n (no more than 120 hours f0110w1ng the flrst transfu51on)

f13;~ Steps By Research A551stant After Random1zat10n ‘ o
P She w111 estab11sh a folder-for each patlent and keep cop1es of all»

"vthe patlents fOrms in thlS folder.

‘”b;ﬁ She: w1ll complle Lhc Contact Data Form and keep ths in the patlent

idfolder{ ThlS fornlls to be kept locally and not to- be sent forward




: approprlate number-f
' 'f, d Afte

_ admlnlstratlon o‘

’:hospltal

] e'w1ll recelve two 10 ml '1n3ect10ns of e1the , -
Hepatltls B»Immune Serum:Glo ulln or conventlonal low tlter 1mmune serum globu11n,
the ch01ce be1ng dependent upon random selectlon i. e the next consecut1ve 1n3ect1m

code number or only 1ow t1ter conventlonal 1mmune serum globulln.» The flrst ,
1n3ect10n must be glven no. later than 120 hours after rece1v1ng the 1n1t1al trans—7'
- fusion. There 1s no need however, to wait for the full 120 hours to elapse The,
1nJectlon may be g1ven as soon as the 1n1tlal blood tests have been performed the_
results of the HBAg have been‘made avallable ~the consent form s1gned and the o
’~lphys1ca1 exam1nat1on completed The second 1n3ect1on w111 be g1ven 28+ three :
' days after the f1rst 1nJect1on.a 2) The code number of ‘the 1nJected mater1al W111
be the next consecut1ve number from e1ther the Randomlzat1on or ‘Non- Randomlzatlon
ﬁpgroup Each number w111 be avallable in. dupl1cate and w111 be followed by the
- letter A or the letter B. The number w1th the letter A.w111 be used for the flrst
;1n3ect10n and that w1th the letter B for the second 1n3ect1on for the same patlent
;a;: Flrst InJection,' e e e

, 1) The Research Nurse w111 prepare a prescrlptlon for one 10 ml‘;
'rV1a1 of the approprlate code number for the phy51c1an s s1gnature.. The,prescrlptlm -
- should read as follow3' ~g' T e e ; : - s
VA COOPEkATIVE STUDY HEPATITIS DRUG NUMBFR 2501 A (total of 10 m
to be glven by a staff nurse as a deep ™M gluteal 1n3ect10n 5 m
in: each buttock...............;........, namlng patlent and date
to be g1ven.. ' '




Haff}hfour weeks (28+ three ‘””

S . Vd’fi:TZwaTh_z-esearch”NursefWili‘bring1thefprescriptioﬁafgxthé,vffk
7"F °f<' i - 3) The pharmac1st w111 dlspense one- v1a1 of the prescrlbed?,fv

”,coded drug d1rect1y to the patlents ward e ; w T

e , 4) The ward reglstered nurse shall g1ve the 1n3ect10n as

‘f; ordered by the phy51c1an on the date e spec1f1es., coes 5 ik'_

o ki : 5) The phy51c1an shall 1ater conflrm that the 1nJect10n wasf'il‘h

e 6) At thls t1me the second 1n3ect10n shall be scheduled

s) after the flrst 1njectlon

The same prp edure w111 be followed as for the flrst 1n3ect10n

'};and the B equlvalent of the flrst 1nJect10n glven. S : :

h 5 1) If the patlent 1s in. ‘the hosp1ta1 by order to the ward e
" nurse. . ‘ - ‘ R e
, - 2) fo?the,patient’isvan out—patient,rby order to the:Research;f
L c. Untoward Reactlons to the In1ect10ns

S 1 The phy51c1an shall make note of any adverse reactlon to the

1n3ected materlal B L : ’ : =2 ,

, 2) M11d erythema and m1n1mal swe111ng are to be expected ‘as
’well as a moderate amount of dlscomfort at the 1n3ect10n 51te.v Unusual swelllng,

’7 pain, or systemlc reactlon should be br1efly noted" on Form "a" for the 1n1t1a1 o -
dlnjectlon on. Form "h” for- the second 1n3ect10n and should be fully reported on

: Ferm'“g" for e1ther 1n3ect10n P 2 o

5. Follow-EE

‘~,a;i Routlne n Every two weeks for a total of 51x m0nths, and thereafter;e

every second month for an add1t10na1 six. months the patlent w111 be " seen e1ther in-
,'the hospltal (1f st111 an 1n-pat1ent) or in the‘"Hepatltls Prevention C11n1c" (1f
‘an out- patlent) for b10chem1ca1 (SGOT SGPT) and serologlc (HBAg) evaluatlon. At
1_____30 ml. of whole blood should be obtalned in ‘order to perfonm these tests _

and to allow for an addltlomal 3-5 ml. to be saved This add1t10na1 3-5 ml should
Ine stored if p0551b1e at 70°C for subseouent studies that mlght be con51dered

'necessary in- the future The 1nd1v1dua1 w111 _then be scheduled for a routlne V151t




two weeks 1ater, prOV1ded the SGPT 1s less than 40 KU and the HBAg negatlve.:
: Results of routlne follow up w111 be recorded on Form "b" = /

o be Susp1c1ous Cases - If an’ abnormal value for the SGPT 1s obtalned
(greater than 40 KU) or ‘the serum found to be p031t1ve for HBAg, the 1nd1v1dua1

W111 be cons1dered a ”susp1c1ous case" ~ On the flrst occas1on on whlch the above
abnormalltles are noted all’ the diver functlon tests w111 ‘be performed (Total and _
D1rect B111rub1n Alkallne Phosphatase Proteln and Proteln Electrophore51s in o
addltlon to the routlne SGOT SGPT and HBAg) and the data recorded on Form ”c“
(Intens1ve heekly Follow uP) Thereafter the patlent w111;

followed at week"
1ntervals |

Int ns1ve Folli fup Hav1ng been placed,o ‘1nten51ve follow up);_

&} weekly evaluatlon wlll contlnue’untll the abnorma11t1es have resolved themselves fifj\‘
| as- follows If the susp1c1ous event is. an abnormal SGPT (greater than 40 KU),
whether o) ¢ not the HBAg 1is positive, weekly blood tests should be obtalned (even
Cif the patlent 1s not h05p1tallzed or has been dlscharged from the h05p1tal), untll‘
the SGPT returns to normal. If.the susp1c1ous event 1s only a pOSlthe HBAg, weekly
blood tests should be: performed for a perlod of four weeks after the dlscovery of
thls abnormallty At thls time, unless the SGPT 1s noted to be abnormal and even
f 1f the HBAg remalns p051t1ve “the patlent may return to the two weekly schedule._f"
At all t1mes wh11e the patlent is on the weekly evaluatlon schedule “the complete,hfk
11ver functlon tests and the HBAg will’ be performed and the data recorded on Fonn';,,'
Mhen the patlent returns to the two weekly schedule only the SGOT SGPT and
HBAg need be done and the data recorded on Form’"b” At each blood draw1ng,_‘v
add1t10na1 3 5 ml of serum for. storage and subsequent testlng, should be obtalned
' ods HOSpltallzatlon and Liver B1opsy*- If abnormalltles as noted above,f

are found the pat1ent may ‘be hospltallzed at the dlscretlon of the pr1nc1pal

1nvest1gator and/or ‘the consultlng Gastroenterologlst or Hepatologlst for add1-“

tlonal dlagnostlc workup and treatment Ve = , : FE
' If in the op1n10n of the prlmary phy51czan -a liver b10psy is con- 55,

. sldered necessary for d1agnost1c or prognostlc reasons 1t is requested that ten

unstalned sections of the b1opsy or (preferably) the block be submltted to the 5
offlce of the Co Chalrman together with Formr”f” (Blopsv Form for Central Patho—,-
loclst) Ihese spec1mens will then be recorded and sent to the central patholo—
ngt Dr. X, Ishak (AFIP Wash1ngton D. C. ) for bllnd evaluat1on The result

* Liver blopsy if performed at disc¢retion of patlent's thSIClan, is con51dered
a. part of patlent care, and is not requ1red tor the study. ,




:“f_;of the 1nterpretat1on of the 11ver by

a,ybe recorded ‘on Form,"c"_;

e Each patlent w1ll be evaluated for a complete year as alreadyldescrb

iﬁregardlgss of the course durlng thls t1me. Ind1v1duals who ‘are on the 1nten51ve

';,followfup schedule at the end of the flrst six month perlod shOU‘dlbe f"

ﬂbafter transfus1on has elapsed Cont1nued evaluatlon for a perlod of tlme yet to f"
" be determ1ned w1ll be ma1nta1ned on 1nd1V1duals who remaln abnormal at the end .

- of the full year: evaluatlon. ‘ ’ '
Z*SUBMISSION OF FORMS

‘;71n Washlngton, D. C::

The follow1ng forms should be air malled as soon as complete to the Co Chalrman,,‘

o1 In1t1al Wbrk—up, Form'”a" (4 pages)
i }43f2) Routlne Weekly Follow-up, Form "b" (l page) S
';fS) Intenfﬁve Weekly Follow-up Exam1nat1on, Form'"c" (2 pages)
4y Part1c1pant‘s F1na1 D1agnos1s Form "a". (l page) S
:'5) Summary of Serial Values in Susp1c1ous Cases Form ”e" (to be

;submltted after all values have returned to normal) (1 page)

: 6) B1opsy Form For Central Pathologlst Form "f" (l page)
.£7) Adverse Reaction To Ass1gned In3ect1on Form "g" (1 page)
v[8) Second Inject1on Form "h! (l page)

'9) Surgery Since Last V151t Form "t (1 page)




: at:’weﬁ Studies ‘Cént‘e{i* ; in’i. Ord:er —td ascerta'in th
valuefs or ions. For- thls reason, as well as for techn1ca1 3
; "}prompt detectlon of susp1c1ous cases 1t is 1mperat1ve that a11 blood tests be f'

"‘performed as soon as p0551b1e after the blood has been drawn and that all forms e

i»tbe completed and sent forward promptly

STOR ff,G AD MAILING op SERUM SAMPLES , S

o o Sufflclent blood should be drawn at every v1slt 1nc1ud1ng pre and

'. f1rst post transfus1on specmen to allow for complete blochemlcal and serologlc
' ition at the VA Hosp1ta1 for an add1t10na1 3 ml. ahquot of serum to be ‘
5:__ for subsequent ma111ng to’ Dr Purcell for conflrmatlon of HBAg and ant1— g
_ | 'tatus as well as for 2-4 ml. of serum to be saved and stored for subse—i
vquent testmg whlch mlght be con51dered necessary Where p0551b1e the serum
should be stored at 70°C Whenever p0551b1e suff1c1ent donor blood should be

: obtalned for HBAg testmg at. the VA Hosp1ta1 at 1east 1 ml to be submltted to
fDr'.',;'Purcell and for’ 1ocal storage of the remalnder ‘ T

f Serum for Dr. Ppurcell should be mailed to h1m at the end of each month

The serum should be stored in Neoprene screw top vials, secured tlghtly and




gtaped in p051t10n. Just below the ncck each tube should bear a 51ngle tape 1abel;{
"7secure1y attached w1th ends sllghtly overlapp1ng Thls tape w1ll bear the code :

'f]number (see later) Slnce this is the only 1dent1fy1ng mark for the spec1mens

‘:1t 1s essent1a1 that the numbers be correct clearly leglble and 1nde11ble Flnaltgj
| labels are best put on the “tubes prlor to free21ng ~All sh1pments should be - :
'Tf‘malled 1n 1nsu1ated contalners w1th the compartment 1/3 to! l/2 filled w1th dry ,
ice.. Spec1mens should be placed on top of a f1tted corrugated card board separator
'~_and "nested" carefully in shredded paper plastlc or sawdust as-a flller., Sh1pp1ng

',contalners, clearly marked "RUSH” "PROZEN MATERIAL” and 'UP” should be shlpped
. Mir Express early. in thef'eek _Each conta1ner should have two':ddress labels i

: 7;(on top and on the front ,1de), addressed as follows f}g;'§1;=
e . Dr. Rober_ Purcell ' '
. NIAID Bulﬂ,:' :
National Insﬂ1tutes of Health
Bethesda, aryland, 20014 :

. It is stro gly u ged that separate records on the serum samples destlne
7for Dr. Purcell be Le t, in order to maintain accuracy and avoid confu51on All
?samples ‘that are collected for this purpose w1ll be glven a number (local 1dent1f1-»'
cation numbers) As each new sample is obtalned the next consecutlve number will
be a551gned “These numbers should be. recorded in a book together with the 1nd1—”
v1duals name sequence number and the date on which the specimen was obtained.

Slnce Dr. Purcell 1s already ‘receiving monthly serum samples from the Needlestlck :
_Study, each V1al submltted ‘to h1m from the Post Transfu51on Study, should be
"clearly and 1nde11bly 1dent1f1ed as such so as to av01d confu51on and 1ncorrect :

':freportlng of results. , L
| At the t1me of ma111ng to Dr Purcell the approprlate data w111 be
- recorded in dupllcate on the Australla Antlgen Data Form (Foxm “k") One set w1ll
faccompany the blood Spec1mens submitted to Dr.. Purcell and the ‘Second set will be =
hsent directly to Mrs Ellzabeth erght (Eastern Cooperatlve Studies Center V.A.
| HOSpltal West Haven Conn 06516) In the set. for Dr Purcell the only 1tems ‘
';’to be completed are. "z 4 Hosp1ta1 No." d "14 17 Local Ident No.™". - The
~;dup11cate set for Mrs. Wr1ght “to be ma11ed at the ‘same time should.have in.
. addltlon to 1tems ngoqn and,V14 l7", the patlentrs,SequencerNo. (1tems 5 7)

and item 18 (Ser. Codc) completed. -
. : B ) o A\




DIAGN S15 01 Hep)

The follow1ng scor1ng_proc

_ : fu51on study and W111 be used _ , : rare”_cored whenever/
o they have one or more consecutlve SGPT values over 40 (the perlod of oS o
i abnormallty is called an event a patlent may have several events) Ther'_ B

: follow1ng varlables are- used to score each event '

.+ Maximum SGPT dur1ng the event., o ' ' Chme
. Ratio SGPT’ (next SGPT after max1mum SGPT that has an SGOT)
j;’;Ratlo SGOT i : St L

. Week of first abnormal SGPT
o Week -of maximum® SGPT. ’
' Week of last abnormal SGPT
- Initial SGPT.
-+ Initial SGOT.
Week number of halothane or penthrane 1f these were used

/ The pat1ent w1ll not be scored untll ‘the SGPT returns to normal or unt11

e he reaches week 26 : : : : » S e
The p11mary score 1s calculated u51ng the follow1ng formulas

1. If SGOT is m1551ng,
B Score = 0.
2. If SGOT <40, : L "
R vacorer= 0. 1 (M SGPT) + 20 (R SGPT)/SO (40 SGOT)/S
3, If 40 £ SGOT- <50
SR Score ? 0 1 (M SGPT) + 20 (R SGPT)/SO

4, If SGOT > 50 and (M SGPT) < 175 (Ratlo)
e Score 01 SGPT) + 25'(Rat10)

5. If SGOT > 50 and (M SGPT)> 175 (Ratio) "’r_ | '_‘;, T
o ‘Score = 0.02 (M SGPT) + 34 (Ratlo) ey P e
The prlmary score is mod1f1ed 1f e1ther the wh1te blood count or the o

‘"Iv

alkallne phosphatase is above spec1f1ed 11m1ts

If the WBC 12,000,
: -Score = Score - (WBC - 12 000)(0 003)

: If the Alk Phos >15 0, :
. Score = Score - (Alk Phos - 15.0) (0. 6)

Under certaln COﬂdlthﬂS hepat1tls was thought to ‘be very unllkely no.
mattcr what values of SGPT and ratio 0ccurred Therefore in the follovlng ,

' cases the score was set equal to zero:




ifAPPENDIX I i}Th[xh;«tﬁ'.ff3f‘th@ji5et:-;;ﬁ

1) Only one abnormal SGPT (over 40) e SR
“,2) In1t1a1 abnormalltles of SGPT or’ SGOT 1f the event started .

week 1‘65}2
' '13) Halothane glven w1th1n 2 weeks prlor to both the start of. ;

¢fthe event and the week of max1mum SGPT value.;{
A score of 30 or- more 1s con51dered necessary for the dlagn051s of -

thepatltls.r




1ated benet

5 dence rate in

APPENDIX II
PLANS FOR ANALYSIS

Ma1n Analys‘sf

; ThlS w1ll compare the attack rate of )
'g'as deflned by a score of 30 or hlgher in the treated group, w1th

'd51m11ar rate in the control group.. The beneflt of h1gh tlter HBAg gamma
:fvglobulln 1nJect10ns, 1f any occurs w111 be expressed as a percent re- fjafJH
’:?_duct1on in 1nc1dence of hepat1t1s, - by taklng ‘the dlfference between the
i',‘control group rate and the treated group rate and d1v1d1ng thlS d1ffer-..=
ft}ence by the control group rate Confldence 11m1ts W111 be calculated for

'frﬁthewdlfference between thertwo rates and from these conflden e311m1ts ;ff*’f

we treated group of cases w1th a serum b111rub1n (total)
of 2. 5 mg 5 or hlgher or w1th a hlstory of yellow sclerae and b111rub1n "‘

1. l-- 2. 4 mg %y Wlll be compared with the rate in the control group Also | ‘
‘] the cumulatlve dlstrlbutlons of the 1nd1v1dual values in these groups W1ll 7\,4[
"be compared . ’ ' i S '
| Developmenﬂleme Withln the group hav1ng a score of 30 or h1gher, Trf
v’the cumulatlve d15tr1but1on of number of weeks from onset of suspicion e |

b(flrst abnormal SGPT) “to. the peak SGPT full development of the hepatltls, 3f,°T
: w111 be- compared in the treated Versus the controls S

Duratlon Withln the group hav1ng a score of 30 or hlgher, the :
cumulatlve dlstrlbutlon of number of weeks from onset of susp1c1on to re-:‘A
 turn to normal S”PT and SGOT Values w1ll be compared in the treated
iversus the controls. e : o DT R e T e

_H@Ag;_ The attach rate Wlll also be compared 1n the follow1ng subgroupi:'

R 1) pat1ents who recelve HBAg p051t1ve blood. N

2) _patients. who sero- convert 'f»;i"~~ , ~9-'e‘:7tﬂ;

$) patlents who develop HBAg p051t1ve blood. '
_ SGPT The cumulat1ve d15tr1but10ns of hlghest SGPT value for each _ .
| pat1ent w1ll be compared regerdless of whether total score: 1s 30 or hlgher.i'
Adverse Effects ~ When apnrals1ng the ”Denef1t” of any drug for w1de-

;VSpread use one| must always balance its: efflcacy with its adverse or harm-

ful effects, we shall therefore compare the treated versus the control




. *'j"'APPENDIX II

'group w1th respect to the 1nc1de:!e of adverse reactlons of each dlfferent

i e, as re orted on Form "e" The method of balanc1n these adverse y
,typ PC g

'esults agalnst the efflcacy results 1s a. matter of med1ca1 ethlcal Judg—*

 ;ment rather than statlstlcal testlng e S L ,
,: The above analyses w111 ‘be done every 51x months by “the Blostatlst1c1an

',‘The trend of such results w111 be revealed to the Pollcy Board who may

'trecommend that the study be contlnued modlfled or stopped entlrely




CrliiamE e SCREENING CARD.
(FORMAT FOR- 3 X 5 RULED INDEX CARD not a printed form)' DR R e
: (for clinic use only, send no copies) L

”Top (red) line - Name of patient "*fr ,JSo¢. Sec;L#rf

u'f Date:' ,[_; ff Units Matched ‘fUﬁits;Tfénsfuéédi

: jient acc,pted for study.‘%Y,
~Reason for Rejection ff,*~A?“i
“Date lst Injection

'Physician




ﬁHbspitaifreﬁoftiﬁgfi
MOnth covered 7; i
Vrijarticip&ting 1nvestigator
1;Date this report
‘fNumber of transfusions gifeﬁsz{f"’

' *'~1‘.‘umber of patientq tran _fused{{if!-

ffatients

ﬁffumber Of pat7ents randomized

~ Number of patients rejected\ el

bRejectedbbleeasen: v K 1‘ Number'

received blood‘Within 6 mos. 'M‘f G
refused to enter
jlives too far away f‘ s 'e——?

;equires frequentjtrapsfﬁsidns," L ——

e.ﬁOfib““d ér'preterﬁineléj“_ ST e

alread&fin ansthgf'study R
qther"reaSOhr SR e T e

TotallPstients ﬁejetted




- EXPLANATION

3 e et
';'Hepatltls., =

‘ ] gamma globulln contalnlng measurable an'iyyf;'f v
;-The gamma globulln conta1n1ng ant1bod1es has been found to be protectlve agalnst
Serum Hepatltls after ‘some exposures but 1t 1sru, :

"ﬂ'after blood transfu51ons, although 1t 1x'hoped that

301nt paln T fever , s , e :
’ properly 1earn if the treatment is. of beneflt to you and to

ho need blood transfu51ons we w111 request you to come to a

"fother patle;ts W
;11n1c every two weeks for 51x months,’and then every two months for
If?

al six months for blood tests to evaluate your 11ver functlons
it w111 be necessary for you to be seen weekly

these tests should be: abnormal
It 1s to your 1mmed1ate beneflt that any 51gns ’

, _untll the tests return to normal.
[wh1ch m1ght occur be detected early to pennlt approprlate care or,

if necessary, hospltallzatlon. Nevertheless, you are at 11berty to w1thdraw from yffd

fthls study at any time, o .
In order to use thls treatment we need your understandlng and approval e

.'as”acknowledged by your 51gnature on th1s and the VA Consent Form

Patient's Signature




| APPLNDIX

PART I-AUTHORIZATION(BY PATIENT) FOR USE OF DRUGS AND/OR PROCEDURES
~ s FOR INVESTIGATIONAL PURPOSES 'BY OR UNDER THE DIRECTION |

~OF THE VETERANS ADMINISTRATION -

(PARTIION REVERSE) : ;

G T Wheate

BES R e TR e a v: = ',vhereby‘voluntarily conEentfgo.pertieipate.inv

(Type or prinlfname of ‘patient o 'subject). 7.

" the following investigation R e e e
. B T RS R - (Title 6l study and hame:of investigational drugs and/or procedures wsed)

2. The nature :and'purpbs‘e ‘of the ‘drug and/or procedure and the beftinent"potential ’cornpki—i:cﬂiorvi.s havexbeenﬂ

exp‘lained-!:ome:byDr.' TR I R
. L ~ . - (Type of print name of physician) - -~ S

T | undef,étand that the inve’stiga"tion has ‘been approved, compares a.lt,ernatiiréinethddis of d,iegn.osis end/or
‘trea,t':meng:,‘and that I may receive a standard, an »investigla'tional, é6r a 'snj;portive' di‘ug and/or i)roo’e'dure'.: -
1 ,ack_nbwledge that' while no fgua.ra'ntee ’-or ass{nfance has been rn‘ade as to the results that may be,oljjta'.inerd,

“-since mvest1gat1ona1 results ca.n.not be £u11y foreseen, nonetheless the VA W111 take every precautlon cons1stent :

',_th.h ‘the best med1cal practme and I:hat my part1c1pat1on in t.lns study may prove of beneﬁt to me and in a,d- ’

RENEps

vainoixlg.me‘dicai Mowledge. e ; o ' : ‘ i A e

(Pirysician's signafure as ieSponsible investiéator) T SRR (Pé'tife‘n't"'s' (or subject’s) ’si’gnatgh;e)"- i

PATIENT’S IDENTIFICATION (For lyped of wnﬂm entries givo Name fast," llrsl middle, IDENTIFICATION NO. . WARD NO:
Date; Hospital): : e :

' AUTHORIZATION
R LS T . RO I " FOR USE OF DRUGS AND/OR PROCEDURES
TR R Y ~ . FORINYESTIGATIONAL. PURPOSES

YA
; MA:?;”; 'lO 1086
"UPERSEDES VA FORM 10 1086, ) :

-JUN 1964 WHICH wikL SE USED




APPENDIX VIT'

If con51dered e11g1b1e, obtaln patlents pr 1transfu51'“ type and cross-match

f blood(for SGPT & HBAg) and sample of all un1ts transfused (for HBAg and storage)

. P.atient : iri?cerviziéfwéd ’~an ;re_crliiited (Appﬁehdix W

- Toftial Horkellp L¥Ts s Hlhg, 6 Lusor ot 00 i after Lot tounfistonifom

._if If 1nli’a1 test for HBAg(pre-rand post transfu51on spec1mens)negat1ve then Place i
1n RANDOLHZATION GROUP. If elther or both specnnens p051t1ve for HBAg, then place X
mNON RANDOMIZATION GROUP.. ot DT i R R e e

Flrst 1n3ectlon - 1o 1ater than 120 hrs after f1rst transfu51on }gf

Schedule second 1n3ect10n for 28+3 days after f1rst 1nJect10n(Fonn'WfD

;[yrFirst*fdllowaup examination,;SGOT,SGPT;HEAgftwo weeks'after;first injection(Férm:ﬁb?)

' 1V_AbnormaiiéieS’deeeéted(SGPT>40 No afnormalltles(SGPT<46 HBAg neg

”HBAg p051t1ve) do completc battery"' _report Eonn~9b" 'and return two wee '

of tests(Alk Phos. ,T/D B11.,Prot., |

e , = Fa115 to return - send approprlate form S

..Electroph ) report on Form "c",and‘ e S AT

S : i crossed w1th letter of explanatlon.
i.return,one week,/ L : : : ’

o ‘SGPT>40'continue weekly visit report i-, o :e'SGPT_normal;HBAgfposifiVeQUniesS G

. Form “c" unt11 SGPT<40 Then return to | o 477becomeStabnormal;even‘ifrHBAg‘remai'

v_two weekly schedule. ;ipoSitiV€,Continue~weekly_VisitszX‘4.

- Then retirn to'tWojweele‘sehedule.

o ‘k‘- . E ey 1g Mt M dn gt
Hosnltallze dnd ]1»er bY.,lf CODSldClCd’h“CCaSlYV, - : : S C., U 4y € 5




INDIX VIII

Hospltal Code,
nd Weeks Slnce Randomlzatlon),'

-w06,nM1am1 -‘08 New York - 09 Plttsburg
= 145 s 15. e

5 - Self explanatory ‘ S '
- Please give details, next to. the word ”Spec1fy",of average
r if appropriate, weekly alcohol consumptlon. ' : :
-70 Self explanatory

’dfl 14 23 35 42 52 6l. A copy’ of the AMA code for "Gaseous and Vola-,.:
V;Agents” 1s enclosed In: addltlon, please wr1te 1n the name of the
f;hetlc agent employed 9 SO SN

' Pa € 4 . e ‘ : e
Ttems 8-11; 18 21 As each specnncn of blood (donor or rec1p1ent) is
Teceived in the laboratory for testing, ‘it should be given a number 1n o
‘the order -in which it is received. 'These four digit numbers will be
used as the code for specimens which will be mailed subsequently to -
- Dr. R. Purcell for HBAg and anti-HBAg. test1ng, ‘and recorded on Form "k'%,
~ hence the de51gnatlon "Form k number". This number will scrve to readlly
';cd1stingu1sh specimens and Vastly 51mp11fy the1r recognltlon by the computer
. programmer ‘and statlst1c1an. ,
Items 17 and 65: Anti-HBAg will be, 1n most cases, answered as. "not done"g‘“
* However, it Will be tested for Dr. Purcell and subsequently reported to -
~Mrs.Wright at ESCS.. -
~ Items 66-67: All transfu51ons glven from the f1rst un1t unt11 the recelpt
- of the gamm gamma globulin (no later than four days after the first transfu51on)
. sbould be recordcd here and reportcd in detall on Fonn'b"




ler the headlng

. &
", Tequire to be completed at all times. .
‘boxes should be completed with zeros. If
. the -days that it began prior to’ the “presen
o lbe recorded under the hea g ”Began If
- “examination, the number appearing .in
g “at 1n "B’gan” column, = If :

hologist (Form " ) o : §
: 5 [-15 a: o be completed. ~The slldes or preferably the block
;sshould acc pany this form when submitted to the Offlce of the Chairman.

. From this- office it will be sent under a new code to Dr. Ishak and thence k

to Mrs.. erght (ESCS) on - rece1pt of Dr., Ishal s mterpretatlon.:_ ,

) AdVCrS@ ? tion to A551gned InJectlon gForm "g")
tory, i

vSecond InJectlon (Form "hﬁ)
Selt: explanatory ~

‘nyurgery Since. Last VlSlt (Form "1")
'.Self explanatory '

_*Blood Transfu51ons (Form 5 ")

ever, that the form k 1dent1ty number. (14-17) is the numbcr given con-
secutlvely to each specinien of blood, ‘whether donor or recipient, as it

-~ form k number on this form; obviously refers: only to donor blood The
f{;same number w111 appear as approprlate on forms a, b and c. '

, 'Needlestlck and PTS II Studies, it is mandatory that the speC1mens sent
; h1m are clearly 1dent1f1ed as to the1r stuuy source.uf'

iz.Slnce Dr. Purcell w1ll be rece1v1ng spec1mens of blood from both the ;, o

't:Completlon of the form is self explanatory It is to be empha51zed how-?-”

~is obtained in ‘the laboratory for liver function and HBAg testlng., ‘The

1 1 S s



'nf-Australla Antlgen Data (Form "k”)

. This form is to be completed in dupllcate at the end of each month when ,a]v~:;:» ,

the specimens are submitted to Dr. Purcell ‘The copy which accompanies
the blood specimen for Dr. Purcell, should only have items ''3-4, Hosp:tal

- Number' and ""14-17, Local Ident. Number (Form k number)", completed The
. copy to be mailed to Mrs. Wright, ESCS, will have in addition to items -

o N34 and "14- 17”, items "5-7, Sequence Number”‘ '"'8-13, Date Blood Drawn" :
- and item '"18, Ser. Code'"; - completed ‘PLEASE BE SURE" TO CLEARLY: TDENTIFY
" 'ON THE LABEL ATTACHED T0 THE VIAL THE STUDY SOURCE OF THE SPECIBEN i. e :
‘\'fileEEDLESTICh OR PTS II o e 3 et




THOME ADDRESS & TEL.‘NO.INW

(Last) j,rt B (First) o

',,eelegsoc,_sgc,%Np.l B
:19 Sex (Malesi-rFema1e=2):
: 21 26 Date of Randomization

'Major Diagnosis

>”1:VA -ooperative Study f}Hepatitis -VPTS 2 _lit"lfﬂ

INITIAL WORKUP (Form a)

",ﬁbeioélzj;é22ﬁff7‘”” YL

(Middle)

(Send to Chairman after first injection) e -

OCCUPATION

1=2 Card No. le‘ 3—4 Hospital

Code 7

5-7 Seq. No. 'p]’rfi

17- 18 Age '

Ll 20 Race (u=1;

e

23 Or-3 Ind 4 0ther—5) ]:] ;v

.secondary_Diagnoses,r,r R

129—34?Date;v

'PERTINENT PAST HISTORY

_ A. TRANSFUSIONS AND GAMMA GLOBULIN -

27-28 Number of,transfusionsrprior to 6 months [::[::]

" Most recent transfusion prior to 6 mos

'Other Prior transfusions

| 35-36 Amount

Blood or Product Hospital & City

erate 7 : Blood or Product

- Amount

Hospital & City

f,Other episodes

Reason Given

B. PAST HISTORY OF LIVER DISEASE

| 38 Viral hepatitis (No=1 Yes=2) [::] 39 If- yes, number of episodes

["]

'40-45 Date of most recent episode" 1 K ‘i],:'

- 46 Type of viral hepatitis (Virus A-l Virus B-2 Don' 't know=3)

B :_, Daté (',s),,‘.

‘ 37 Gamma‘globulin therapy prior'to 6 months  (No=1 Yes=2)J

_Amount _

VA FORM o~ 11cn.
FEB 1973 10-1458a(Test)




"il}49 Cholelithiasis (No-l Yes=2) ::] Date(s)

*iil47 Alcoholic Hepatitis (No—l Yes=2) [::] Dates

; 48 Cirrhosis (No-l Yes=2) . Date(s)
'50 Pancreatitis (No=l Yes=2) '=’: Date(s)
52 Jaundice at any time(No=1’ Yes -2): Date(s)

'.Cause |

153 Alcohol(None=l Socia1=2 Heavy-3) S ’Specify;ef

k 54vAny‘previOus disegse,(No#l;Yes#Z)l-p I Date(s)

'\57_fAnticoagulants
58 Anti-convulsants
‘59 Anti-diabetics .

65 Hormomes
.66 Narcotics

68 Tranquilizers
69  Chemicals

‘.ﬁOSPiTALXNOQ [::I::] ' Sequence No. [::I::]::]

o VA Cooperative Study of Hepatitis = PTS 2 (form a, page 2)

51 Other liver dlsease (Including drugs and toxins) (No—l Yes-2) [::]

Date(s) pf.”ﬁ. _ /t;, . " 3;_ ’ ‘7 (Specify :

C ALCOHOL

PAST HISTORY OF NON-LIVER DISEASE

Specify

55 Drugs used‘in-péet 4 weeks (No=14Yes=2)
56 Anabolic steroids ‘ '

60 Anti—hypertensives
61 'Anti-microbials
62"Anti-rheumatics

63 Analgesics
64 Diuretics . o

67 Sedatives

70 Other

RERRRREEEN N
IARRRRARANARRAE

List Names of Drugs




e

VA Cooperative Study of Hepatitis o PTS 2 (Form,a, Page 3)

1 2 Card Number'r_p"»"i2 f»’ 3—4 Hospital ::f:?ij 5 7 SequencerNo.

; SURGERY = Report most recent surgery in 8- 26 next most recent in 27 45 third
most recent in 46—64 - Do not. report any surgery which dates back more than six months;\

'~Most recent‘surgery R : g 13 Date irri

Specify

: Anesthesia, Specify agent (AMA Code) 14-15 guth]f;;“

irzo'zi';thTi,g a ._ftrf ﬁ,,f,:f_:m' '22-23 ’;jj}r{ffs

24 25 Total duration of anesthesia (in half hours) 11~} e

26 Reaction to anesthesia (No-l Yes=2) | vSpeCifY,j;vbr

Second most recent sur'erffr v 27532,Datg:i—;:Qlffwlj:,*'?*

SPECify L : ‘ : S SEENEES _
o ‘;AneSthesia,fSpeCifyagent'(AMA-Code) 33 34 f—T_*1‘_~A
U 3,5-56 . R ,7 | | - 37- 38 r_]_
:{Cnm) | 39-40dff1ii]i, . l: ‘:fr."‘ 41—42 | fﬁ]»

43-44 Total duration of anesthesia (in half hours) v f]i,

45 Reaction to anesthesia (No—l Yes 2) ::] Specify

'jfThird mostrreCent‘sgrgery_ _'1 46-51 Date , 17'7 : 'vli1‘

.VSpecify - : ‘ ‘
Anesthesia, Specify agent (AMA Code) 52~ 53' I l

sess[ 1] _ e iy :956 57 [__r—_
58*5917:*ta i s0-61[ |

62-63 Total duration of-anesthesia (in\half“hours)

ot

64 Reaction'to anesthesia (No-l;Yes=2)p"jr SpeCifY-3 S e ‘> 2

'PHYSICAL sIch Now

_ :.65 Jaundice (No—l Yes=2) ,7 66-67 Hepatomegaly, cm below RCM
1::;) 68-69 Splenomegaly, em below RCM 1| 70 spider NEVi (No=1; Yes=2)
71 Collateral venous pattern (No=1; Yes=2) [::]

72 . Other signs (NO=1; Yes=2) _| Specify

T~




(AJ 1—anrdNumber*0 3 ﬁ:f. 3-4 .\Ho‘spitéi- o ) 5-~7 Sequence No. |

;PRE—TRANSFUSION BLOOD SAMPLE

8-11 Form k number BE I I - ,7 ’,12_'15 SGPT [] ,j R

""16 HBAg (Neg—l Pos—2) I Method

o VACooperativeStudyofHepatitis- PTS '>2,',4':(forl1i-'1'af'.~: ‘Zpa‘ge 4) RCS 10-127-c22

17 Anti-HBAg (Neg—l Pos =2; Not done=3) I I Method

4

BASELINE POST-TRANSFUSION LABORATORY DATA (Testing to begin within 96 hours)

';18 21 Form k number : 22 26 Total white blood count " : : j ‘

228 Neutrophils L1z 2930 Lymphocytes I % 31-32 Eosinophils -

7'7 33—35 Serum bilirubin, total 7' : S
: ,'_‘7”1;39-42 SGPT { j | 43-46 SGOT R 1
, 47-49 Alkaline phosphatase E Bodansky units L
50-51 Total' protein ]—_—E | gmz | 52-—53 Albumin .. gm% o
<f\) VElectrophoreSiS 54-55 Albumin ]j] g'm/ , 56-57 Alphal globulin m gm%
£ 58-59 Alphaz globulinl Jemz  60-61 Beta globulin III gm.(
: -62-63 Gamma :globulin __l_] gm%

64 HBAg (Neg=l Pos=2) El Method

o mg/ 36"38 Serum bil. ,direct T )

' ‘465 Anti-HBAg (Neg-—l'Pos=2 Not done-—3) D Method

TRANSFUSIONS

6,6-67_ Number of,units trans‘fused in 4 day period - ,"Repo.rt -o,nr,form 3

5 RANDOMIZATION AND INJECTION

_63-73 Date | ' J 1 | 74-77 Drug Code ' B S

78 Reaction to injection (No-=1 ;Yes=2) If yes, report details on form g.

- o o L e M.D,
Q ) : : ' o o ~ (Signature) e : ’ Date

518192




VA‘Cooperative Study of Hepatitis-'PTS 2 ’f‘~“;f:7,f1<' _J:RQSflOEIZl%CQ2

'Eg;'57f7' -411;‘J1'f7wrf.>*j; ROUTINE FOLLOW-UP EXAMINATION (Form b)

'iiPATIENT'S‘NAMEV""

1- 2 Card Number 0 v§o7\5;4'HO$Pital - :‘-,al'yf e G 1'75é7fS¢ﬁﬁénce No. S S

813 Bate this exam. i LT 615 veste otnce randonization| | |

f‘g;16 Is patient hospitalized? If so, give reason L :
’ (Not hosp l, original diagn051s—2, suspected hepatitiS'3 other—&)

HISTORY (51nce last visit)

”:k;z‘Worklng (No-l Yess 2)]:::L71»

: f*;flS-Alcohol consumption (None-l Light-Z Heavy=3) ;.7 Specify

: :_:lS;Drugs used (No—l Yes-2) .f Type t:;v ;i Reason

J?;ZCfInjection of any kind (No-l Yes=2) ::] Type f l:: {? Reasonij;"' o

'321 Exposure to jaundiced person (No—l Yes—2) l Specify

S22 Family illness suggesting hepatitis (No-l Yes= 2) | l Type

givﬁ} 23 Transfusions since last visit. (No=1; Yes-Z) [::] Report details on form J =
& :
c 24 Surgery since last v1sit (No—l Yes—2) [::] Report details on form i

\v

/

fiLABORATORY,STUDIES

stieassscor| | ] 1 ) 353 seer|

67 HBAg (Neg=l Pos-2) :i' 'Method ‘

68 Anti—HBAg (Neg=l Pos=2, Not Done=3) _} Method

69—72 Form k number | | Uu S R o o

FOLLOW-UP

73 Hospital Admission (No=l;Yes*2) ']DA£e

74}Nextryisit in one week (No=l;Yes=2)

ii:;:) | | " 1 o L ' N 7'”. - | .. |

,(Signature) R vSDate'

VA Form ' £) |
, V'Feb 1973 10-1*58b(1\est) R ‘ S : e 7 s13101




e :PATIENT s NAME

VA Cooperative Study of Hepatitis - PTS 2 i Rcs 10—127-022

' INTENSIVE WEEKLY FOLLOW—UP EXAMINATION (Form c, Page 1) fff

‘i_1-2 Card‘Number[zilgj 3-4 Hospital C;ff“r,c,f “]': 5 7 Sequence No. ‘;fgil‘l"
'8-13 Date this exam.’

"16 Is patient hospitalized7 1f BO;. give reason’

[*i ;;L;;'j":;jjj 14 15 Weeks since randomization [ 7';7fg Ifﬂ;f

(Not hosp=1 original diagnosis—Z suspected hepatitis=3 other-d)

718 Alcohol consumption (None—l Light=2 Heavy=3) k Specify

HISTORY (since last v1sit)

.e17 Working (No—l Yes-2) [::] ;ﬁ'; .

‘-‘;19 Drugs used (No=1 Yes=2) [:: Type ,i 5,u _,' : 7_;7 Reason }ﬂ;'f o
.20 Injection of" any kind (No=1 Yes=2) l Type Q Reason ;;;giff,f" -
21 Exposure to jaundiced person (No=1 Yes—2) {,i Specify s

22 Family illness suggesting hepatitis (No=1 Yes=2)| lType

'LABORATORY STUD IES

‘47-48 Neutrophils,
53-54 Total Protein [___ lgmA 55-56 Albumin E_j. |gmz

'69-72 Form k number[
'FOLLOW-UP

23 Transfusions since last visit (No—l Yes—2) [::] Report details on form j

- 24 Surgery since last visit (No= =1; Yes—2) [::] Report details on form i.

Ea)

'25-27 Serum bilirubin, total | | 1 |wg% 28-30 Serum bil. direct LT T Jmex

31-34 SGOT r 1

| 35-38 SGPT L I; J

- 39-41 Alkaline Phosphatase-Bod Units 42-46 Total WBC l [ | l ] l_

% 49- 50 Lymphocytes 1" _ % 51-52 Eosinophils ﬁ' 1%

Electrophoresis. 57~
61-62 Alphaj Glob.

67 HBAg (Neg=1 Pos=2) - Method ' -
, 68 Anti-HBAg (Neg-l Pos=2 Not Done=3) [::] Method

] . o -
-58 Albumin -gmz 59-60 Alpha; Glob. - g%
:D gm% - 63—64 Beta Glob., 65 66 Gamma Glob. [I:]gm%(

73 Hospital Admission (No—l Yes-Z) [::] Date _
‘ 74 Next visit in one

75 Liver biopsy (No=1; Yes=2) [::_ Date performed

~ Interpretation by

T11

week (No=1 Yes=2) L. l-

local pathologist

VA ‘Form 10-1458¢(Test) - Feb 1973




i

1 2 Card Number fQ
8-13 Date this exam. [ ]

F?‘

3-4 Hospital

v CPti Stdyfﬂptmrrsz (Form ¢, Page 2)

*] AI

l

SYMPTOMS (since last visit)

21
26
31
36.‘
'7;46
51

56

61

66

71

:Pruritisf

Anorexia

Fever

Darkariné

.Yellow Sclerac_.

fNausea

'Malaise

Loss of taste

for cigarettes

Rash

’Light Stools A

Specify

fJoint Pains coa

Other (No—l Yes=2)

- (om} Yes=2) ,_;if}
_ v i7%18f‘_

:  j::]H
=

32-33

- 37-38

(37-58

6263

67-68

5-7 Sequence No.A f[ l‘;;.f,

] 14—15 Weeks since randomization ]

S v219f—3.0; ,4

RS 1007022

ik g ".; ONSET ,'
i Began (days) :
47  1,

.22?23l

27-28

Lasted (days)

59-60 |

64-65 | [ 1

e9-70 1]

PHYSICAL EXAMINATION

73 RUQ Tenderness (No-l Yes-2) [::]'

74-75 Hepatomegaly ‘Icm below RCM v

79 Other (Now1;Yes=2) |

; 72 Jaundice (No=l Yes=2)

_ ,78 Evidence_of chronic

76-77 Splenomegaly

liver disease (No=1; Yes-2)

::] Specify

cm,belovaCM'

Specify

M.D.

(Signatute)'

Date"
2.

513190




. VA Cooperative Study of Hepatitis - PIS2

7'(*“§;f_v'v'ﬁi(;l1i . f'/,;; PARTICIPANT s FINAL DIAGNOSIS (Form d) ; Sl
R : (To be submitted only when the participant ‘has made his final diagnosis) \

'?11925Car&iNuﬁbér‘;,Q;;Zf-ﬁv”_1 R 34 Hospital -

5.7 -SéquenééiNumBér'f i _t'r : 89 ‘Weeks_since'rAﬁdomiZation :

10 Particibant{S‘Diagnoéis: Hepatitisbi(No=l;'Yes=2)

~'1f no, Vhét_isbthe diagnqsis?

Remarks

11- 3 ‘Peak serum bilirubin (total) level i " —mg;Z

‘14, History of yellow sclerae (regardless of bilirubin level) (No=1; Yés¥2)

. MOD.

Signature . date

VA FORM
FEB 1973 1o-1h58d(Test)




.- Name

 sequence o. [ ] | |

'Cholesterole
',*Prothrombin

- IDH

VA Cooperative Study of Hepatitis = PTS 2

SUMMARY OF SERIAL VALUES IN SUSPICIOUS CASES iForm eff?

(to be submitted when final diagnosis has. been madé)

hospiral [ 1|

- DATES_ SAM?LES‘DRAWN T

& Hematocrit——A

'3jWhite Blood. Cells"

Neutrophiles--A

Lymphocytes--/

S:Serelogy ;:lft

Glucose——mgﬂz

Urea=-N--mg.%

; Bilirubin—-Totéi--mg % frd

Direct--mg.

%

,wme—-Seconds'

*Total Protein—-gm %

_ *Albumin--gm %

*Globulin——gm WE

»Phosphatase Alkaline--Bod Unitsi-

BSP—-A retention in 45 min.

'scor

SGPT

KoL

VA FORM_ 40 1h58e(Test)

.FEB 1973

51347




’ PATIENT'S NAME el HOSPITAL

| Social Securlty No.ﬂ’.,;,,,

‘Diag"r)'ostri'c' of hepatitis R L :
‘, Coﬁsié‘;_arit' with hepatitis - - i e S
R '» y o e e ’ et :22'7""

N'onspvecif ic abnormality

Ll
3
C)
| | N | P
No..rdiagn'o'sﬂtic abpormalities ; [:
O
6

,Other' 1iver disease

©.18-23 Date 'bi'opsy. read l_::‘ >, ‘ [ ‘__:]

'(w“-““)vA",Cooperauve Study of Hepatitis - PTS 2 e Sl REC10-127-022 -

BIOPSY FORM FOR CENTRAL PATHOLOGIST (Formf) e e

Local Pathology Dept. Aceession No. =

vy

: ;1 =2 Card Number 0 BJSJ» Hospital s ‘ 5 7 Sequence No.: ‘ - 4_' :

Biopsy mot readable

n-o-o-o0aa

7',8-13 Date Biopsy taken r‘ | ' l __:l 14-15 Weeks since randomization 13:]

BIOPS,Y e S . 16 Primary Diagnosis ' 17 Secondary Dlagnosis

1f other liver diseasé, please specify

"Sfi:gnature ‘

VA FORM , o
FEB 1973 10-1h58£(Test)

513187




'E8-12 Drug Code f,"’ I ]'°" 13 18 Date Drug Given

' 21 Anaphylaxis (No—l Yes-Z)I E

'ﬁ?iADVERsE?REAcridﬁﬁro&AéSIGNED:iNJE¢T;QN7(Fofﬁfgi G e

1-2 Card Nunxber -3-4 Hospital - 5-7 Sequence No. L

T T

;'»‘"719 Which Injection (First=1 Second 2) .

’IMMEDIATE REACTION '

20 Severe pain (N =1; Yes—Z)[::]

DELAYED REACTION

’iééngwelling (No=1 Yes=2)
i25' Hematuria (No-l Yes-2)
.28 * Fever -(Nc=l,Yes=2)_

© 31 Rash (No=1l;Yes=2)

Type of Reaction,~"'

34 - Serum sickness (No=1;Yes=2)

2627

29-30

32-33

35-36

T

o Days after InJection

23- 24475;3};’~"":'

M.Do

(Signature)

VA FORM
FEB 1973 10-lh583(Tbst)

Date

513186




S PATIENT s NAME

1-2 Card Number 1?1 344"Hbepifei,:”'i'r

8—13 Date of Surgery _,:

S Specify :_,,-

5-7 Sequence No.

14 15 Weeks since randomization f:

. SURGERY SINCE LAST VISIT (Form 1)

VA Cooperative Study of Hepatitis= PTS 2 RCS10-127-C22

%HdsPITAL L

16-17 ;Anes;heéia,

© 18-19 Anesthesia,

flrzoizlrlAneschesia,’

| 22-23 Anesthesia,

24-25 Anesthesia,

28 Reaction to anestheeia, (No=1;Yes=2)

Specify

Specify agentl I l

(AMA Code)'

Specify agent

speéif&*asent,7i'f‘ SR
Specify ,egent] -
: (AMA Code)

Specifyiagent

245

(AMA Code)-"

. (AMA Code)

ﬂ(i - IR o v
»5 et 26-27 < Total durationof anesthesia (in half hours)

FEB 1973

%i::).' VA FORM 10;1h581(iest)

_M.D,

“Signature

'Date'

513184 ’




‘,W

N
i

. R

2.1 2

':18—13 Date of transfusion(s) T i "l:;Jrf;':

'For

'{~TVPATIENT 's NAME o "-fj3[—;:rfvwfi _ WosPITAL __

Card Number .ﬂ 3-4 Hospital ] 5—7Sequence No. | J 5

each unit complete the following

‘Local Ident. No. (Same number as used on- form k)

7,7Type of transfusion (Whole blood=1;Packed Cells=2; Plasma-3 0ther=4)

ijVHBAg (Neg—l Pos=2) ‘Method :
- Anti HBAg (Neg=l;Pos=2, Not done-3) Method
-~ SGPT (If there is enough blood) i

vSource of transfusion (ARC=1, Hospital volunteer donor=2 known paid donor-3

Unknown paid donor= 4) If paid, give contractor and city J_ 5
_where: ‘blood was drawn. f‘_- CUn el _ s

. {Local Blood Bank Number

. i

Form k Local

Anti=]  |Blood Bamk | If Paid Domor

Ident. No. - | Type»f,Souroe, HBAg HBAg | SGPT |Ident. No, . Contractor city |-
15|16 (17 | 18 | 19 |20 | 21 | 22-25 T SN

¥33F2533 10-1&583(T§s£) ﬁ S e RS _M.D.

-~ 5131839

s

“(Signature) | o ,-natg




VA Cooperative Study of

;f(j‘jfl-ZECafdiNumBéf' if:Qif}3+§fgﬂospi;alluuﬁbéf-f?i’:‘

. Res 10-127-

N

- [Sequencel  Date Blood Dravn | Form k Local

.. No. [ Mo [Day . |Year | Ident, No, . _

Code Mo

;:VQét;f ;D&té Bidgd;Tgstgd':fa Results |
_Day . Year

_|Ag _Ab

576 |7 B[ ° [io [T [12 |13 [14 [15]16

17

18 119 |20

2

27

23

2 25126 |

Sérum Code'(DOnor=l; Patient=2)

'ShiPPEdrby: 

M.D.

‘ ‘ D#te
VA Form 10-1b58K(Test) - Feb 1973

i

Teétgd'by:

MOD.

513182
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