


1\:1!"
i

|

A
bl .

2
‘:HM”” “‘\-
Il B




























I _
I |

i
Iy

mu

Bt
m- — y
! ]







- 5 ONgoP i - N, T
i - . An imd; widual- ., cempany . -Irskivkudion ON
R

,_@m%uwzaémn L hat el LHJA&Q Nespons) bility fo

.

athe - uni&dfron VV\O\'Y\OKQ;Q‘/V\E'Y\}‘ C\'ﬂd/ or fnaug L
/"’ '
~ | of acbwical ohmrdle o n I
—’__—"4— ; ) ; —_—

/Q e3 pons! bilities ¢

i

QUA-LJ?V assurance cold cnua.l.,éy Ce2X ol - -
2 Condbrack - -rpeseawmel omgawzdﬁm CCRQ L
8+ Medical expeniige. o > - i 0 L
L v Tt iefmg'n L ‘ it Alf Nl L
& T’hi‘o&l , ena g i i ciot.l-u than dJ.J'nq and
) a
Fi5.09 %Qcm"nd M&epm’\q RREY. 3 i =
1 o . -
SN r Gnvestig ebon | oSeleckion . T 1y G |

Z. AllocatPren - oFf. R@Sfewyb:ubée,? L.
€. Compensation u(-e f?lxbﬂ‘eo“é’ and /nves afam:_
q. I"’:'namuf/\g_- - 3 L
1o. Nahﬁch'an / JubVY\w‘}S’Io’YL LJ'-O %eg_Ma}cz\v L

OLekliomi by, st - K

U1 confrrmalion. of Nevew by TRB /[ ZTLc. -
| 2+  Anfopanotton : en - dNvesb’ g olrenal . Oroducty
il )3 Mmuédu«ni‘ng ») 'packagt‘ngfd'qb-dr“nql and

— I = e c(:')\q' 'Mvesg b @ ofrom af D'r\ac{ucf-—gv B
\_\4110 «?u_pJOJ\/"n} (,x"ngi dca%d,ng 1’)’\’\/6—81-: ZO'J‘*OT\“/L B
\‘—»\p’haduc}

\‘\1\? (4 Rec&'n d Oce el . : _ ‘ S —L
\ S Bain - Ay #'7 RIS W N T i e -]
\\r_L ‘Qu,aL #y /q«‘?vaGm(:e amd Q uali %y ngaJ LA
a1 IRy 7 (fpam’ah ug %@zfam;élé’ f:?’ ’W’h’tenz‘t

{0 ormses Maifalning quallty ossurance: and C)ua,bi/ .

D




cdassmate

Date
Page _ (O£

Condnol SSAems with  weltten SoPs Uo |

———-eDsure’ kot tUspials dme - conduocted omd dedy
' avd

AN enencfed - - peumefed ( mecor ded.)

L Wwepinted M complionce it Fhe pre kbscod

/
' Qcp and Mhe a ppu‘a‘cq e e[? u,[ocba'by

Vel reynen ks .

2' Cowac} ﬂegepmd« &@%(%qmo‘za,{fofn/ﬂ (CROJ)%

~ _h =S PonSLor oy /Q/—W:?@b amy: 0n M
of dhe Sponsens ifwioh —mreloted | Juires and

ﬁmoébng S a CRO /s but iUhe  altimate

Neeponsibidity 7@%.Jke.q;ud_ul-y oand  integniby

OF fhe dmial dota cways resides with dhe

S ponsor the < Ro- ~Sheoudd. dnipde menf Quellity

Czsupance .ond - g udl by c o el

A S

3+ Madical Sxpentise !

B

The &Spenisom Fhoudd Jegignate

ap p‘r‘iapniﬂ}e//y' qu&e& : “W\ec’:‘c%<

il ke m‘ead»‘dy" avarlable dvise o

Ahial elaked - ynedical _%M&Mm

-
t

e e . . -

e A 1 t oy vt L
xAi' ’ ’7-';”&.‘. d %33'7’\1 \, o\ o e . N
s N U e —

— —_—

\]

The ponson & hould ctilise §uedificd

— ,',,

individuals | aﬁ_ﬂ/”ﬂl‘ﬁﬁ?’??dfe,&fhwuﬁ heut UL Btages

probocol and  cRFs  ond Plarmn ng Uhe analyses

bf-odeiY_?i‘ﬂg cond - Pre poeing ¥ ndtening amd
Lonal: edinieal - nia/ rReponubg, oo .




classmate.

|

5+ [mfad Wﬂa(/qe*yne'y\j— 0 ala \JAamdng and  Reeond
kl’(e:e.fwr\q .

The -»S’Poma'n Shoudd tikidize apmohi‘d,fe,/v
QuoLbf@d\:ndlv,duaB oo Bupenvige (He gvendl

T

; Cg&c{um{' of \tHie CUmirad Ue - Mand ek - She dafe v
Uo venify he data o  conduet he -2ial :«51-01{

mr\adv.see,g oand v/‘o \f«?’he/-’a'be e uL'hMl 'nepo’hf'?

o 57’1)\/&8»[‘-3@[-0% /S'e,{ec,lmfn/’

p=

- 7218 ./S’Po’nsm‘o s 'h@fpa?)«?/b/e ém /Seled:m
Hhe uﬂve—al—«aq}o% “eact J'n\/eshqad-a?v X/&ou{d be !

auauafed on chparriney cmd @x;oeme’nce and

<D he udd \vae qdeaualfof;_ Pegources  tbo P’hapsm

eonduet  Phe dwrad 75% wL\}Jm\ uer :nvea-l-/‘qd.l-m

Il Ads - g@lcd“ed A I0RU00 gt ETRYS

P /Uioca.h‘on of -%&gpa%z‘b‘w‘él‘&g i L
: Prior ths: l'r\-él‘al»mq A Unltad the

~SpoNnLorn Should defne €J+abd.¢—811 ond aAlscate

-

oL el ’he,la.l-ed Gluhex and. fndmng,

-

? Cafm,pefn,sa,é;afn, \l-o (-E?uba-eeala& and 4nueghga/(~a7zsﬁ

7%0 'h&nu'nec/ év ﬂ%&_%%‘zumx;

~\€9QA’L’M_LJi\e SpPeNson should Cprmevide |
| INEUNANCEe 0 Shoudd ‘de&ﬁﬁ_( ti%aj and f‘w‘ll -

Covenage ) Lthe investigoton the Instidudion %"J’Ef' -
wﬂ\nvg_&n@ ng From the Untal, except ~

img Uhat anigse From Metl pracihee Cmd/'”’ -




cddassrate

Date
Page

9: Fingn.cing 1

v/

The. fmﬂ ‘ol aspeets a,gtﬁ'le\'/""

LSS | r‘?/howld be - documerded - In omn o(g,%eehfleﬂb

&

i ﬂ'—u the (spo’i\—gab .eNd bﬁ\eumveshth:

LO Ndi-ifca.}wn,/ e—i?ub'rmés—s: 0L t,éo he&wfd/“’“\/

A Ul h o i—‘y g

Geﬁfne Y l»:cul-.-nq | e e/b'rucdl Unious

tthe Sponsencen e .»s’pa'n—faoo and ke

- mve,shggj—m Jf meguined by e qppicable

Negulakomy Peqeimements . 5 hotdd- r-S’abwé-

amv 'neuuuhed Qppub‘ca-.#o'h ‘J‘v uthe GIPPNPW\%

"dLLHo\&“mW o L Yreviaw - accepl-q'nce and/er

—_

-Pe'hm:“-w‘an oS8 Megiitved by ¢he gpplicad]

p

Negulotony Peguinemen (8- vlo 3@2::7, the,

Sral (/-

1. ?ﬂﬁ”ﬂwon on '«WV&S4‘lflq‘l*lmaf. P)vodud-

14

Nhe'mnjan ufwotlg \the Spmzor Mowfd

SNSUPe. Athad UL el et Safety o, effcacy
| daka Lo mon d«'wca@%amd/m olin' eal

frlals aApe avodladle fo 10 S yppeomt Aumerr
C".")(pm'be, by ke route. af ue  dosage ﬁmﬂ«e

| demattion - cmed tn dhe _untad - pepudation o be
: »5—4&&- ed . ~

//Q MQ”UI@C/I'LU)’H ;Pac"l(a l’YlJ P \Jotbe,l;n& Q'nd e

Co d»nq \JMVG’/& a/lzofna{ producks ;
The —J’Pon»?ow /?ﬁvcud ENsure u’hu}

he rvest’ QOJIG’Y)G(L acfuc/“ > claracter ized 0S5
appwnﬂaj@ Ao Sfhe /s{aﬁ o devchpment




~ -l | 5 wmanks ) ( AnS) .

elassmate
Date

Page l ’;{T

c{‘

nt Form (c =l o

Defimitions

L\

CCL?P ??plon'nf— q@nm’? are the

Ay A
Muwe'rbtg o d—ooJx ez}

$ed tfo codleet (the data
uhat are ’)')c’.ces—samv Jo ans wep bHvs' %&Seancﬁt

Questiors  of Ok ——?peuf‘c P'm#ﬂro/

G’uwd @l-"n«cd/ D’mcxal:ce fG7cP/ <P feandan d
de\/daPeal bv JHee dn te’bﬂobh‘o’no\[ Coni‘oe'bemc@ on

vhuwmwzuron defMes cRF a5 the Pwinted,

L \,\.\\

U»P’"COQ o eleehwua document Qle—qu'nea’ fo

" Wecond ol .of Jhe Lore bocol ’beQa)'neJ unforn ynadion

o - be- meponted: - o - \f'he -—fpa%—yaao N eaett nla/

"30( b'\Te(‘J*

i @e'nc'radﬂy data veecornded on a cRFE

— | Mmelude bos/e, -fub'Ted' «s*pemft- -—90&0 aémqihm
—— | phic_infapmalion:Suck ds biwhi dale. ethrunty
\_ﬁaﬁ’noce eddca.J,LIO’n \,{pm/&{, d&‘a fmm —‘3—/'61.::1)/

— &xa 0 une Ments o
\
\.
\

rw Jesé? daJa abﬁ’l‘haczfeo’ Frnem Ske
| Subreetle ' veditea) heecin'd On Idher Sounce ;
| docyuments  Buck o3 avnba.//au‘mw aNd 4N~ Pdr‘:em}
_Yeconds, Uabonabony negulis - pthen \fectc and

~Bpecia] procedune: dezign off Deseavel —Punvey

_Nd questromaines Mequine Speclol consdera.
| blomg Yuatf ane Addwessed wn (fhe CRC. R@ﬁ’em‘,

= ]

\\@4;7? sgalchesl i - ﬁnfd_eve,(opmg ~Supveys.

——




i) e Ccmzéenk ./E?L-andom&s

-3 . Ipelede o deda ﬁe,ld fgb the nfgue,

— 1 Com ﬁ o/ e ')’I/I-r‘d.[ —SubTect "d_e'r\:h-ﬁ*ccdt‘@n( zg/ /) mumden

— | ON eacl ,Pq(;zg of C veny Lo -

\\—"_‘%—_

H‘.}__\_"—'———-—;

|
‘L_




l:.ssm,tQ
Date __

( Page V

- (® Neven uge -fhe Subiveek s Name; Medry
J Mecond Numdern @1 Foclal ~Seceumiby Mumpe,
a8 a (‘S’fudy r\d_e’)‘%l':'ﬁ‘en and MeveN ‘J"nd'(de
Bucld I'derifens ‘on. e Same - ERF (Fhak
" \\ dw’\:c/lud'eg OFhey Pesesweli dddea s o .

“ O dndude oL etandand —Seckon o Uhe

“ bQﬁl‘ﬂWV\q‘ of eaclt ﬁ'vm and ‘inmclude \'ki)’\
! “ Vgﬁldb\]cg(f bH\O\J" ‘cl.e'n}vﬁ/ She fa”ub'ree{- dand_
. \\\ " thhe peseamels BN '

\\
\\

e “cRe.mnouwhnely uubacim @'H { seclion

B frenenal infavmaken ond wneudes cthe
—subyeefts:

unigue —2tudy TO Mumbéyn dota
“ 19{ W wesiF. Oy e\/e'nl' an. eyert om
“ \AesiE " code amd: 0/ m't‘ldig 0%’?8%71.
“ Compde}o‘r\q bH«c 7€a'mm —
\\\\ Wke‘n paggr ble Use C,[M?ed ended questvrg
|
|

|

v

. and . Mgogn numenie cedes \fo eackof Fhe

NE3 pahse Gokbeﬁo%:e)? Hva:d ape’h-- G’Med oparL
Sfext aue,a4m ;

® List o panks of-a queghon Senies: on Jhe
‘\ ~Sedme pagp

M%WM %’ndcmd% % N,

O 7B mindimige: datel %Cca%d:"r\q Qﬂi douLcL
O’f\hw Emm,\ QoMi'dery Whe "H\e gmd L8 end wnﬂ

| beudb\e'n/ deu\d 'l\q'uqbouf‘ de,g,'gy) Pssues ~Sucltas
F formahing  ond fonk .5ie.-

@ Meﬁ CRF:. Use OQdequiate féml—&ze

‘ M‘OWW +The cRec MNeuknely ULses (/-
Ml et Font %48 o default

F SBige -




o () Assiam A Numben tho eack Question and reub»

. .M \O
| Gueshon o Provide: - elean. 'hci%“ne*):e Jo
il Svewy - ifewm ‘N pdpeyr -
e @ Use Bubseclons Yo ‘divide - d‘ke f‘ao"n‘m and

ONganize [k by dopic,
- O use fat be ﬁoammf LU ken Lﬂ\c'be Y8 of eSeples
» OF - puestions kot chave ke -grme. Desponse

s ch'eif’”'&f ond - 7_553111;34*\9 Weskrons Umn_
- L e ”)"’0\#-8 Omd ’hez?PoM@S i colduwmns.

- - "

9 CRF Vensiron G@%ol { i .
b3 When: sdwmafiking CRFE: o\Jwa\/—B Saye q‘ke
Meg k. Meeent yensrtan Mgk*ke document euith oL
U’N‘g,ue‘ vwenslon dake . ad &.ec) A8 an extension Lo
She /MS wond decument Neme ¢ 7Zen upd afe
‘h@ VNS e I afhe - weadeﬁ and ! 5 landeand
ﬁaz‘eh oNn each pa&c of ke CRE " =

L/ &va Go%f")wvé New'ew é 7@7«) p)wgr}avnmaz /:l~y
A CRc Progeck mema gen. /. Reﬁeq%d«r_
— | Ceoendinctlon eskould cowgle}e ol cpirlica] Peview
— || 8f Jue cRFs pmwiom ho phe-‘b(-eah‘ﬂg o )
— | evdlucate Sfhe Fonm ﬁ'n P%ngmmké_éy_‘
Al nc_ﬂ%yccj’ Ma&'natage’b of Reé’eame&. coend naton
it evoluste Aamcables omd coding Selewe
T~ | 1%7) compP AT bAMY ok Uhe Seleeted
Gldl-a'baae ] qu»b‘cht om. ALY PINRS. E




///\?—\— -y
\ Jate .
/ ==
\ r«J Page l}(‘\ s
\\ —

S iy

'Sv ppe~~\_,p-eg~l~,‘nq . b Al DS Y : .
- _xiin CRIES «S’ﬁuid- be -pre- Jeglted : prion
r./,y Stant (e Lo evaludfe, \the Ue i@, Werd)'y,

4

amd /Uge'r\eﬂeLL SeNstnuchon -of the cRFe as wey

O3 Hhe  Ovenall. - Feasibidiby. &fcﬁ«e%\
cOlechon . plan amd - procedines s A pre dest

~Fhowld be cpmpyeled by expeni e:hced‘-a-w%{

-bu'"ﬂL A ool - Y\u'm'be%l”@f .rS'u”o~T<€f>8 %

NModum beeps . -

G Keview -and - approval of finali CRP. .
e The dagt «Step o dke. eRE

cleveJ.o.,PWe’l‘\t /Process. ds S UNCON popatted ay

|
|
|
B
|
|

Jhe ehanges Mol Pesulicd  Eom Jue prefat

|

U
, AaNd o btain ' GF}el'u‘d;[~ r%"cg')r\-—@.ﬁﬁ ﬁ\em the

]

|

|

| ‘
l

|

|

I r»'p'm‘nq\’bze gn‘deak;jg&/*&%-‘:qm\.'--¢ﬂcc Study

’

|

! g2 :‘@«g}a};‘es/t—ru‘aw-_'}o‘m‘o%- tho Sending R E 1@%
o

[" @I—dJ'C(Z)C‘-Se PM&?\Q%W!‘% D

Loy The PT widl ash ey cp- Mvesh'g Lbong

: ] - Qn‘%k&}k&iﬂ‘ chany ke %w Jeep d%mc}@'n

N /on~ <Ftady " Coondinaten - o meview and

eSign— Oﬁﬁ oN AU @ Bub~ Sef of Uhe cRFs

d
pmion o W'V"J'"'f\g e/ dien own Anal

e

f'g'l\/kﬂ ”aff' . I\ ; _ \

1772"' C@TW@.%E CRES‘d"ﬂ/PDF d@CLLW\e'YLé" ”7%73(:‘*‘31 )

I B, 4@”@}%}/ Uses Vhand goPy:'CREﬁ }‘

QUMAY 8 convemt  the Study CRF doeumes
wto, PO~ ~’c(aew7he;’?'\i>5~'/0?n‘o% tho  disgkni hutien.

‘dake  @oliectons . Do Net o N st bube Jhe
ﬁﬁo"‘l« /q,P,P'b?@V@d,,, CRFq osg wend '}(f_@gqme%bf'dﬂ

el




classmate

Date

Page‘\@

Ih Bovrined Cam%efru-

\'A

Q ﬁmv@"ﬂ’)ﬂﬂed c:on?c'ru‘— @f L/“‘ha.l <Sub {Tec}/g'
| / , ficp

]

|
\W\ WAL . 67CP O/ef'mhom‘-

W A _precess - by rwhvth o “Sub Tect vajwn}amly
“w?aﬂfmmg g om vl«e'n w'\lﬂ?\q'nm o quﬂ-;c,pa./-&
\%un A Pamtrewdan Uniad, - aﬁfen u{/tav}'ng been__
A

K\J'\f\frﬂ'ﬁ')‘vh\ed af Ul aspecks. of fhe ,cjfm’a[ dhat ome
welevant. ko Mhe SubTeck’s dectsion (fo partieipie
FnFformed .consenf ug documented gy Yneams of
‘ol Woittken | «mghed and d ated’ Jni’%hmed consent

L]
» -~ & v

1

l

u /- “In 0mew'nq and . Aoc-me‘m‘vnq d'nﬁ’)o'meo’ ‘Consent

\\ Uhe uv\mhgﬂhh - houdd: c:o'rnpdy eyt Yhe

“ appLeable 'bezu-laJ'd'hv neq wdne Metb  anNd

L2 howldad heme. Ub. “Grep and o Ghe pthical

| Privielpdes uthot thave tthein onigm.

2l .Q‘- The ‘wpitten unFommed  comsernd Form ond

“ Loy - @fhen wwnibten UNEarotron \ e ~be

“ Prov fded ‘o Subyeely -®houdd be reviSed

\J kagve'h ufmpofhfgml‘ New Un Fopyme o

'\JL D \peesrhes civiad .,(alble Uhaf ety “be  Pelevornt

\ﬂ.‘) o Athe SubTept conseNt.

4"8 Neither he “imvestigotiny mothe dpial St

~Bhswd  esemee OB undwly un Fduence X |

A’ubyed-*u‘v )gmaﬁgpa}e o Jo eondmue u‘v -

/Damh dpate dmo o ‘UYmiafi

N /\/ane_ pf Jhe ool ond W'mHe’m mﬁm‘*ﬁbn

— -,k L Co?’) c;e'n'mvg, UH\P Unite fV\C/lAdW’\J bH'le W i'tben
L Mn Q‘bmex[ consent ﬁfnm ®holld eondaln ary

B




L ve,  .am \
V{Cdga-l YW | on Hhat Neleages o) \Y\

Neleage J‘ke’?ﬂveal-t#«[w% _Uhe' fﬂsf:‘&%

L eSponsen, v fhen olgents Fororn -J‘ab:‘%
- Negbigenee. ot oo

5

7116 b ';‘h\/e,_%‘; v/

n_om _d /persym designated

by e invesigetor - shpuld

v
:E Wy ' Eowny

/ 14
odhe: Subgeet o i e Subyect U3 Unddle.
- o Provide tdnfopymed: - Consent Jhe Su bgeely

\k'&g.&hy aceep table D epresen /~aJ~:‘ve’ o\ﬁ. ol

“ ,P'e)'a“)’lw ospects of e red  Uneluding e,

i 3 oy u
Whitten U fommotion- and: Hie Qpproved e pini

\\\\ by uhe FRBIFEci ) o
' \ G- *The Ueane ysac (esed d'rl)f dhe Onod c('nd,‘mzﬁen,

.

7

be B3 NeN-echncul 'as Pracyreal -and

B Nowld. be | unden ~3-ba Ndable e Ul*\\e S uUbgeet

20N e Rubgeck fs derally acceptable. -

N .

— Y Pepresenddiive and bhe. Umpankal culthness .

! Before UNFemm. :

fﬂwwm Maty e oblasned

\_”‘\Ww;%m 1O e Pengon desy nated
\wﬂhgﬂml_«:&mwd Provide the

\J\ﬂgu\l’m@“ﬂej b eets Je raly ‘QAe cep[-db}e

L-‘\ﬂ%ﬁ‘ygm;qmp@e e cand. gpporkonty

' .

—

E_—%_MQEAN“‘; dekails of dthe Smisl -

\ M__d_e&‘deﬂ—wke/fhew on Mol fo

I 4



classmate

Pa'bhcxpgg e _the- uoma- 5 i o

? Pmma c,l-o a -auéreda Lavticrpotien u'n Jfhe
J’m‘od, the  wnitlen uﬂfa'b'med Co’”?e’nf"ﬁ’ﬁm
S houdd - be - ’?l,?hecl ond Pergonally, Aated
/zﬂy the @ub?cc'_} ov -bY fhe. S uwbgeek \leﬁ_o.U;y
aCcepd-oth.le Pepresey fative and by the Pensen

~ v whe comnducled _the l‘mfo%'mao/ Eo’n&%
ﬂecu&sfom

CZ G9€ o (?ubircu“ s u‘nabda do read omn vEa
degauy QAceep table repmesentative US unable
tJ'*o vead an ufmpanol-:a,[ witness S hould

- be p%es’e"r»{— olu'».nq Jhe enltme U'né’b’m@d
ca”n-é’e')u- c/'—a’cmm?’z, ' \

le @0»‘/"1 uﬂ\e u'nf%vomed camgemf o P-Seussiom

L OMd  _the niHen unfenmed @onsent Aom
/omd amy -d’)q‘ke'n wan'tten dﬂfommdﬁ‘an o
be provided o Subdsecks Should Inelude
Caplanattonsy of fthe fauwowmq .
a> That the «tpol mvelves pesemeh
) The puvpese of \the Smial.
¢y The hptad fveat ppent amd  ehhe probabidity
— - e Mandemn O3 rgmmment Jo eacin \l“heou}'v‘r\e')\*
—— 01»2 Vhe «fniad procedunes  (fo be Fokowed
- imeuding o invedive procedunes.
T ﬁLB\c -—?uchcJ‘ﬁ '7‘9/3/907"?‘!,,6: Wheg.
C Usitad \,H\d o&’“ne

B | BTSN >, /O e"M“W\e_')'\.FOJ ah e
: ?) The deasonaddy f@g,geeqb/e %;s'K On
— "M eomven'enecs o Whe ~gubreet aNd ’W“Len
u ql’f‘\bcdbie U aY) embdnyo . b el O




elassmate

Date

e ‘Subgeet *

Subree) + :

Page_1 6~ (O

h} The Peasonadbdy ©x peeled benefibs (when
thene ds e 'ﬂf?ﬁd&d e,l.:'ru‘cal beneff!—*

)

') The ' -odtenNaltive mcebiwhe o mnu%
 reatment kf'l«dJ- may  Ye d\loudat'tilg e “fhe

gD - The CoMpoNSatron omd/ M. (}‘ned‘me%

A S O

Unial welated INTUwy -

L Avaiddble . the ‘e ,cQudgec/frin: »He e—‘*e‘m”i

K> The anls cipated /D’Mva»‘cd Paymeny, < any
e e J/Qaba”ed"‘ 7%% Pa"d\hmpdﬁ‘ng and‘he

\J‘\Q‘d} W o O o L

I’} The: um,gpd./-ed expenses uf mtv Ao

She

X "?_ﬁlb:rcc}' 4907? ’pomb‘upebhnj cun: dhe J‘w‘dL

MY Thot the r_‘?ubyce,bg ,,onbupM,‘ow AN Fhe

Arial Uiz Vol tbarny  and - Uhal d‘k&

Widthdman - Fron tthe s bomia].

. SubJcet May . meﬁ:ﬁe ‘obe ! "PG(hFc,:pd-Fe_ oM

‘9> Aokt Neeords jderibs 764/ ng VH\e <8abU'CGJ”

=

(o rdu e J’(epf' co%f’c/enl-:‘a[ a'hd Jeo Hhe

_extert penmitted: by ‘dlethed " congent-

-

ﬁxam updou-ea “and /d. Copy ‘ol any

AMendment3 ~to ke ’ww“hten,\ '%)%%WGYL

iy fP?\owded o rsubrccks"

1

— ]

]

—

v

\uﬂﬁs@m&i_abguj' Ahe Untdl So he eveld

,NRC@’"’_/ZMI:IQ Lol Uhhe SudJects U‘Y\deh%‘fwﬂ"‘g

1 —
3

N C‘.apdbdc e “Budbyeef 5 ho wid "ﬁ"(;n ‘and

‘A

11 WL'B”;@L_C‘@CQL u/"mcbl .Lme\,/uc’e,g Subrecks WI’LD .
Cam mWM@QeA O e\ il ity e
C"’”%’Cﬂf\{ e U Jects Je_éauy Ckccepfdb\k

R‘\%w\L,?M&QLM/ ve ke pubgeek. | g-houvld ¢

A

Qe

/



hen

bene £7¢ Yo Jhe

o andier ated J/‘mecf

elnfea

o LbTeet Showld be cnduc fed
o Subtecls ko pensomenl o otd e cnducted

O Persgomaly ve eonsent, and

o 39m and date  cthe w'ni'l-ben‘d'n?gmnrzei
Ca’nye?u'\m

132 Non — Uhergpeutic  fomruls MaAy be conduefed un

—SubTect.s wo'tl Consent &f.q \:[cg-d.,u_y Ccec pdable

~ .Tae’p'hegewct}o‘ve Ip’h@'v;'c/ec' fhe ;jfa\llawh%;, Cond i biom s
Ire Audfidled - | :

ad The obgechives of - ke Unia] can Mot be mel by

| Means of o untal un Sudieeliy wkhe Cam 2ive

\J.‘Y\é'nhaed CeNsend {ﬂe'b.—yofnd_uy.' -

' b/> 7216‘ ﬁ'n‘egeedb/e PiSHU3 o \Fhe ’Subv‘ec,[',g ane

\/LOW 250 i 21 :
e} The Negafive dmpaet M dhe —subgect s well - eing
£ () ’ v
ws minimized ond Uow.

4> The Umial us net prohibited by daw
e} M ‘qppreval / Favourable o pimiton &£ Atie TRE/
\_\.ZECC'\){; - X _P'Y\&BSJ\/ ’30%7&_# N the Umelusion
| OF Sucl pubTeets ond ke wwnitten opproved /
— | Faveunadle opinion.  Coveng \thls agpect:
T Such Antdls undess an exceplion Js gugtified
\xﬁ\?gﬂm& be eomducted un potlents !Jacw.‘n; o disesse
— | & _Q_gmi.‘_éﬁ;*@ﬁy@n whlch Uke ﬂg@g c&[,‘a’gaéfhgglubl‘_
| Y5 mbended. Subyeels Un ese fnials Sheudd be

T _pPowmtiewdandy  clogely monitomed oimd Fheuld b=

L widhdnawn Gf shey  appeam the be Laduly

l"‘. "}




T —

1

I u»-vn}‘ \0'030(383’3’

5’77-7{3%%6& Congen & M

‘ptnac,ess ‘

classmate
Date

Page_ /.79

i3 M%%wwsm exdange

et May unclude meadin Ny oand v-S’j%'n?'ﬁq fhe dwﬁm&i
Conser dmcumJLJ-' 4

INSEAud ena)  pewviews | Qacmds(:ZIRej elvical

Limvestigadons and ’meSeq"noA Sponzops U Bhane

Negpons; bi Lty fon SNFUBING Heok dhe -M-ﬁammed

Congen f- Procezs \ s CLdeQLLﬂJ-e

The clhnical dmvesl'gatemr us DegooNgi ble fon

ad
G"n«?uwnq ok u'm@%med ConseNtd uUs b llned

ﬁwm eacJA nescanel s eabyeet before kot

—SuUbgect Lanticd pates Un ke mescarels 2Audy.
In - addstien - 1 bs 8/9%71@7 Whe consent Fhe

| <Fubgeet / Nepregendalve 5 Lo tuld enten the dale

_i319%#ump
Lﬁe?wm L Ven' frecdi’on  Uthat ConSent tosg A Ldualhy

N Uhe Consent oAocum-nt s

beﬁme Uhe P—Eubrae} bc_‘zah Pco\hc.pow‘an Un e

Glaalé’“'

N The qeald & \/—Ae mé%«med CONS eNt Process Us
,_\JojMv?de Peach: Wity  SUF e e N Fow vidditon

50 "Hhey ogn Mmale unformed Choices abeut: wheton
\J‘G beg,ﬂ/ Yo Xisld cawl'nue Fd’?‘h‘uPchla’YL“ um C,LUYL(CC‘:‘

e ,_,ﬁzeaeu%e/k

TY/D% oﬁ IcF
| _ There ame thnee /Ob/nup"‘-[ ,@%mg &%



classmate
I : Date

CinFormed  coNgenk -

> Presumed Ca*rwe%} dn Whieh (panbidp

_are fhe«swwseo' Yo thave comserded - to Pa‘nh‘a

N L’ﬁ(c yereanch - tonless fhey “"J'C"ue 5’”‘“""’&

“) Venhod consent: M which JUhe hesednelien

Venbaldy, anfoms pd'nhdpa'nl'e ond. _pecerlves o
_comBmmalkin s £ - consentr '-

il - Wnitten  comsent wA)ch- rd-‘he ’)wes’eqv»cl:em Pravidey

O nitHen  dn fomynelhdn ’ne,qandmog uhe Neseamel Prog

e panticipards ‘and .. he}ah»g Ok’-ﬁ’lameJ eopy Oif
u('l«..g coONse VU ﬁ'nm ‘

COMPO’)’)E'HJ;? @Z IcF. ‘ NS JE

{ @ ?ﬂﬁmmed Congentf S hould dnvs)ve \j-ke FMv»s:o'r\ an

- Leoldeehon of dnﬁm’hob‘v‘a’n X e SRR

O Pame - ond  cordack: deloils i of 'heyeq'hd«en

@ Dame ond. condoet delalls. of . Pon belpands

® Aims oNnd: ebyeckives: m,f e Megeomch p%o:revi’

@ Role of Hhe - psmhc,faqn/— M- \/H\e mgeawa

PT‘O‘J'ecJ- > ;

’@ T'bcd./"lhe'lu— 07( 'Yhdfe'rna.[ / Jv\ﬁ;’hmd.,ho'n_, ce)\ileded

O_pokentiad mighy Jo Uhe ponka parlt -
@ sounces of oldviee/\kelp / ‘5’MPP°’M' L: 'H"eﬂ”‘eﬂh

CLS_&M&MM @ -date gf mepeamehen and

c elements of Ter .

6‘_7‘%/&00«1?07 e/[eme'r\,bg ane MNeguined u"”\ d'u
~\“’\L%mm—s o8 /De'ro FORA -

S ) \

=



classmate

Date —i:\\
Poage [€/ (_/)

//////‘i%/

;/l @ A K‘MCYY\QM l’ﬁ/\C‘J“ \the ..Su-udv dnvelves hﬁ?eq%CJ/L

/@,ﬂ%&n o of Fhe pPunpoese oF e pesecanch

| il e expeectfed O[U’bq,{ﬂm @f%e tﬁlbfﬁ-‘-’d/f
/__,Qomhupd.*oo'n

M deSC’mPhoVL °ﬁ\fk& Procedunes Ao be £Bllowed

‘/’.’—’

~ o omd - dendifieattom &f Whase: éemg done fo
| Wegeanel _Pumpssge -

-

® - 7J€'714wfca¥:on o & oMy exoe’hjzme’n}al D’Mccduhee

) A d@?cmﬂ.}ron @f Gl’n\/ mwo’hable ’7"81‘\.—9 or
‘discom fom b o Fhe Subyects .

(D A de,ycmpb‘m of amy be'nefl' Ve e Subgel
on Nibs \stipdies. oA}

1O %k hotement o/em,eemg ke desehd oy ik

COKI c/c')u‘id-l-'fv 07( ’)’Decofbdg ,c/ew,fy,n;/ '-f'llt’.

L SPubTeek. eidll be medrdained |

® -A ~Ftodement :thodt »ﬂxe /F’D/) My unapec}

| tfhe meeonds . . sabd

: @/Fm» ’hcseq'm/h u'nv&\,[v»')’\.q ymene dla.a'n, vaurma.L
NisK on expdanobion os Jo ) hetheys ony
c:nfrv\pe“/)—:a’d,lmfn 8)(:‘«3#3 4 Maurny ICcuns .

@ \Fém . peseamel umw»l-vmq YMoye \:ﬂ\.o('n Mimdyrad

— kg K am e expdanddien okd o cwonethen any

— | medieal J'nedfmé‘m/' cape &vodlable GE Jmuw

S| oce uny 'omd uﬁ 1 el kol Uﬁf\ey CoNSIST+

O A sfafement hat the Subgect may disamiiiue
— il Pomii CIPC’&'_@L b any Uime  'buouf penolly on
——t e ] "JO& of be'nefl“ lJ*O whieh vﬁ\e Subreef U8
— || 04 kve'h‘w}.ge_ e kded v o v
— 10 A copy of \,ﬂu—x c:am’enf 790’)7714— u.mfl be
TT— \NdCed an &mu’h medlea! weeond

(I [




“

(g' Waite a note on. QA4 ond §c . »

:AS> @LLOJ,{-Y /é)z%wna'ncf
® Jt is Arown o5 &4 ond ,focu«seg on p%evemh‘yé? Afe;@g,l

O Qtuatity fr=surarce ensures hot the approackss, ek,
MetodS and processes ame desgmed fow e projechs ane
dm IQJQWQ%(J CO’”?'JCC‘A[\.I}/‘ @“@L‘}y A8 UPaNCce /ac,l,'w‘lv‘?«s W'nl’{ob
W Vet that dhe processes tsed ho manage and credts dhe
deliverdhdles .

® Quakity Assupame Us g proachive P}\@cegga'no’ 8 -preveXbioy 1v)

Notume » 9} Tecogmiaey Llaws by dhe Procegs.
O 94 85 de deck @,E/mam;hg dfhe quality.
O QA wesms planning fon doing  [pocess.

Oifferert between Q4 and Gc

- A fr0cesses «ame /ﬂla"rmecl " pfo (‘Eya,de/lfhe Hetocks .
. ¢) i 9. 5% emwmrUg  with discoven e c[eéaf-«g emd m'odff)
%-}\Cmégz‘hw“i 'Md«/’(fng, Uhe /f??mdl?ci[u vy ‘ d
©, QA defecls Weakness -
® Qc defects defecks
® 4 IS _Process onieMed
O @A us produck omienied.

O QA 35 failure 'preveriion Sysion.
® QC IS fm‘l«%e detection Sy 2fem.




C Linical OOU}‘CQ \/\A—Q'Y\CLaﬁYV\E'Y\/l;‘ T N

classmate
ANd its  Componentg . CI@
{l' 1zg—
| FIrimsduckion b Xit ' obuen kY
“ L Dadat m«nmoemeﬂd; uneludes ol agpects

j& dad‘i Pddﬂ'm‘ﬂﬁ i LL’ACLLV\G[ ,/Q’DQJV,—S’IR 7 dom%
\ and -%-l&naae lend (folKes Dklace ctwmﬂq all
%e_ &lﬁ-ek «E—hkd\/. 10y ‘

\\ The obfrec)'we g uLo G"hed}e oL ‘ne(.vdble;
\\ ddebose condaining ig b Juolity data

\\

e Wa’?\qq/gmeﬂ,l" us Lo-o& 0 flen ’Y?;Q\kded
\\ ,Dcmhof r%-f—u:lv deagm ond - }ncludes .

— Pulqm'm‘nmﬁ«a dodu Needs a,f ~fhe ’S‘f“éy\
= Delda ca\J.zeehon

= Piada eYUny * -

|

|

| T |
o o 0D Do Vaulidamilioyt ot o cl(ecl/ump
l\\\ o174 Dada_ Vha'mpuloLHaw,'
|
\\

- Dok fides JoaeKup .
- Dala  documeviabion .

O'F \Fhese, Procesgs: 'heat.u'l\e—? \}\\NWM—

cmd BHre , 7 e ack Vequimes Pbd'«\g b\-&k\;’r\q
M&v\ﬂem o dedall 3 ). 1 <

< The mmein umwwq#w‘
d/deth&Q_ flblefﬁ IRy ' ot % k) )
Dafayose files ¢ ; e

Lo amd * o ther °Zd~/~a Un_ macldne meadable
m es = hp P ive
&ﬁ Y Ve wed (6 ) anl

%

DBM System wiiel ‘ﬁ 2 boand pare
0f daba fronchons , u e X

ANeluding . dabe ey, Cheekily
\h_‘iﬁdabﬂa_dggg‘@yzowm Nd  amolyss.

7 7/

u

T ——



classmate

Date

K Page (&5 lé;

ﬁ o C@vueoyl: oYL

Qeﬁme a'na»lyz:\r\q c]au‘d VMLPS'I' be Ca-«UQdﬁdr

Tev:eWed co ded, Co'mpu.#ehazee/ rvenified , cheeled and

convepded Yo femmg 5 w'bed ﬁ”fn Fhe . a‘rwbly—ge,g o
Y e covmducted- - :

- The ~Phécess must: be otdeqqau-e,ly dacu'n\e‘ﬂ-a"e_d Jo

pProvide dthe faumdotion for  andlyses cond dnberpedi

‘J: o .

Dola  codieetion dmpont YeoSelne dede Frema-
Y 2o EXI«B’[‘M‘] Tystem:. - S

=K IWpo'nl-— clad 'Ylesul-ﬁ'
o Sean Nesults -

. And . oyt hen. d;geléd-l C-'ldkl-q

Data Weanag eoment Sefitiame »-C(Odulot amcdy«s,‘,sj

/\/lamv DBMs ope ovallable £ Pengonol

Cowputens 0)9!: on3 Melude —

:‘) r.?,pwedci Sheef » - -

) commenelal databose. Pnegriam.

WD Spect ully date entry pm,gma'm

1) preac’ (,?AGC/{' > ane V{‘G b@ dvGrdea' #7’ all

bbd- e Smallest dafta: --9\/—@}97)1.5 Since thhey

amne unmeliable and eaé"[y co"nhupéed

a7 Coyrmene' al Aot bose P?w,emm —> a%e expmive

dend vto ba v(a"r\g_e gmd ﬁow and often tla.cK

Covbrolled dota ev\bny Faull bes:

5 _Spevaly daje by proguan ome eal fn

odota e'whxy; ond -E'ztomqge_ s Fom exawple U3Mg

| Eps ofofa beeause 1t 1a ﬁr{- meliable dlove 7@73

 Cobrolted dolbet ~Uany afd s  open -Souree.




: / PN W ey Crew ferf Lﬁ(ﬂ
Fofid wane usas ew\aa}eml N laac A Us  basey
dm Denvan K . il

B Doty =\Umy- cnd ~\jobl.'}drcbl-|‘e*ﬂ'

‘-..;,‘A? we \

NONS  dine” Epnens Mha
| Ocelng qfleyr:!

d'—‘*—’*aL ‘-JAA'\Es

ee N collected.

eNey . eameng .

o . R&')\ge, SrNonS .

O To “prevent —sueh .o 7o
Uhe /(3{%33%

ﬂ;%, corret
JUe /B’N‘n\lsm ¢ | |

Metheds ho prevent ate embny ermens tnetae!

e Manual Qﬁeohgﬂum?rg data aoltan fion -

A RAV\QG ond . G""\'SHS‘/‘Q'“CV Cl\t@z“‘ (; cz{ummg; c{rﬂf{"”L
cw('nyo v




classmate
Date

Page ,{4 E-—

I

/////:‘"r

3+ Deuble eNMpy ond  validadien fodlswing data
GM}/. . ; \ * U- \

E)ah bacKup amd Sterage, b
, Thewe " ame. Swo HMwnds of compu}em UseNns.
') Those ~that ave Uast a Wavmh“‘cohuml{ Of data,
i) Those Who  ame Folng «J~o doq?e = - Ingyon chunKsf
datas v |
) Dote. Jess com be duc Jdo 'ﬂod-umo-l. digustens .!JAMM'
ernon and compalten Ffallune. '
0 HGU'\/e Wen Ked uo thhand e csllect ond enten
aLoL}a c\’)ﬂd#au Must New Uake come o£ it
O The Mmest Common Joss of dala dmemg rwuc!en#-
Us due o Jazs of -dala -Femewkede <e’n “fhe |
computen .
The best wuay o D'heVe'nJ‘ Such desz dg Jo
Know the Dkva.mﬂ&c@an of Jpoum Aata clscal
d’»?ve mmavab/e Mmedite, NetwoenB) and o t1se
Ue ;c:al Frdenames S Jvo often students Lave
files Jo (oAnewrr vl,ocd—-lco'n—?
O Qut Neven Lind Saved fdes on Jave the Laved
Lides dele bed by the Seeal area Nefwonk og o

Pomk of mﬁm@—dd}q clean UP-

Documerdaltion @
—Z | Do cymerifatton <Should wnelude ¢+
1) Tre obTeckives ond Methods of fhe Fitudy
i) detalled @f events and activibies.
u‘& Fop each dale colleckion aclrui rEY ol Pecond

| of the defolled Proceduncy Used and o
| Clecounbing of Uhe Numben af Subseets

_Feope tthe Mumben Selected Fon deta colleetvmn

B - - -




" >SS -.1’,‘_:-;’
S

T
9e_[& 7
<=4

\\\69 whrite the appdicalion f compulens in @lmical Oata
| /Mq'nalge“mew,/— C © W\—L .

:> 0 The use ‘97{ <ompitfens 7@0 detfel 1 Processing and ~shatisticd
O\Ylody«g"é? PelQuines Cq'nejpui f;.,Lqry\w\ng_ and execudhon by
E}(pe'm‘eﬂced Pe'm,go(yme/]. Enxmons, ave Srqble -Jo/\Aq,pe‘n,m Jifie
'Y"ecm”nd:"r\g @fdaj—q mudhe cRE oz well a3 M Uke L/‘M)\gfén

of dakd. o the computer using d dakd bose mm%q&m%#
Soffwime .

@ In @ J}’P"COJ nia] b Sejuence @75 daja co.,tlcch'm m:‘;bul*
be wegighrohvn ond Nandomizabol d pecond of APhe peihienks
Name & -code , Unle] mumber, doberof &:‘mth//ddk/&,f
rrodermizddin ~ and  dlloeated UmefmU—-will - be eMlened
Mo e daladese:

D), @upd,.}y dat,,tc( Mﬂﬁe’)'ne%} uia oY pubens entail /C.’d?\e‘ﬁ(i
,Fulawm}'ng and execudinsn by Avell — Jorained dafd W\And?;ez\g,f}g
the process ot -dafardrascmiption lond enbry Mo “cormputens
dre wigily <3esceptible o producing errors A Sen'es of
checks forn Validity and completencss Slowdd be cammicd
ol ummedudely  UPN e mefumr ',976 cRE .

@ 77&4"/0\26 commmonly Vc%f‘ﬁed dncfade zoamaqe, cleclhis ;5%
CL‘?U‘CdJ /po{b\q’n’\el-em 3“61/1 a8 Serum f,lev*e,lg ’ ﬂege 'yn_a)/
be QXCWI'VE’J}/ V“?A’@” eﬁfbem@/y,.,[aw Ca/u@ L/-o/oa,/»afh,%

o e 0(7‘:['_’8 %e@ﬁ\d@d) M lj_i\e Caoaze, ?L@L'WPVQ Whi‘Qb/e:O)
oL moM /oe%m.'Heak code -



TR wll !mmiﬁugg‘waﬂ‘;m i
ICUIN S 10N







OR ARCHIN




‘EV
‘!l.{,,ﬂt“x.‘ﬂn : :uxhhmkim




HL R

$382522

Hieies
3

il

SerieIiisisessiissas

upjitiiy
g

________
it

ELpiatarber bbabis

i’

miitil

e segesss
35
HHE

i

$3383285023







WL R

J Dimenss Edeckronic datd processing.

/}Y% EJ@(’J”’OW\C data fmoce,w‘ng (E Oy pgéfpg So Ufhe Use @%

~ qujomaled Theosunes 66-‘&3 Simple _nepekbive actions and
compwlen Jeckt o @rganige and lore decuments and
Fomebmes Jo Uransfey Uhem fmom Paper o a dyita Jormal--

The Jeym elechronic data Processing s one dhatiz Mﬁ»eqwgﬂ}l/

U«?edf m Medemn cofmpd-ﬁ'f\g ,ow‘;rmuy cm‘fﬂed un -aYL Eha N wiieh
dhe idea of Shovirg and procsssing date o7 compukens coukd
be Oertained by otly dhe Lgar] af buainesses, EDP 35 now
A medlily of daily Wfe S Jhe vost maromly of businesses
ArouNd dhe gdobe gm Pack, Uhe Uewn o3 =Sinee beh updafed
Vemiougly (fothe beHen Knwndewms (7)) and I

ﬂd’ wmfvie;'. —

' Specd > q‘ﬂﬁmym,b‘on SHtoped and mamied M. EDP can be
Nelnieved ddmast @‘/“'n)}{-m‘,{y en a 'well —yrasnfeaired

Indemal melwonk om -even. dhe -IMbemel -
E F‘ﬁ‘ué”/\/‘ 4

Sommary documents amd Pelated makenidly Suck ag
I\(nVO“Ceg/ T’E/’O'TJFS/ C\’ﬂd %‘/‘CL}QYMQYL% cay be QH}QM\MY
and guichly geNrated via E0p,

Ecomoic = OMee .an fu{ed%w‘g dala  processing Systen, /s
Crested and mplemented  ovien fime 4 neduced He
coslg of /W%%‘%? ldafel Ay o S3iens featf- YNNG

Reduced Jabour > Quplicafion of * effont and Depeated crtwes die

Ao mistales Im ™Anual dafq enPry ane redaed
on climmated by -EDP.
EJ@’YV)Q?\B r"_

Handwave > The Semvens and Oes MiopS or Udermindls used o

eNteh amd SHope dota
5&ﬂwame"-? S[D'B‘QC{CLSAQQH C ugtom qPPd-‘\

‘ ativns  dafe doses and oth
PIes of cade iped e Wc on3, €l & e

Nge amd calleek e e,
Procedupe 9 /4 co\hmvur and agneed ypon Syslem. Jop entermg and
Z}’;‘WF“JM"’C‘; ddﬁ(, deazo‘?neo_’ cle elbnwmade o

, yplicatron
Y and dajq SNV AT Y



;

!

il A B T

(9. Waite apouk Safely moitoring on clineal oells <

frs ehinical bnnls ave & @ covnenshons 0 Ferehs for
Medical advances. Thene hos beemn progness ke OS5
and conduct of a clinical rials, Thi3 ded Sfo an
/‘nc%eo&eo’ a wareness @f e/ﬂucd.[ U3S U dﬁfi/‘?‘(?@/\/
mmufo%m"rnoq.
50(7@#)/ m‘lommy(\;y us ddn@/'by —>
[ gﬂv&s#jdlﬂ%-

R TRB) TEC
B+ Spongom-
4+ Moniton.

[+ TRD

D A TRG Fhould Safeguand dhe rights afely oM Avelt —
being of . tinial Subrects.

@ 721,8 TRO sthould Co’)’LOILLCJ" W’T)Lﬁﬂg Neview %ﬁeqd,,_
Maoing Uil at ibenvals qppropriate o the degree of
DisK o huwman (‘?“673‘3/3 b%df»le«a% ONce per Year:

2 Invesh gedon
DU:""E;( ond ﬁﬂow)ng_ Sudyect pamw k:‘dﬁdl:‘ow, un q - Unail dhe
i%ve»h‘dqajv;, Showdd ensune Shat dhe adequate Medic! @ne /3

Provided o the Subyeel 7@» any advenge evemjz_g/'dmlud,\y
elimiealy rS:‘ngftm,L-

8. Sponson

The Spenser yhay consider es%a&/li«gwyg an /’a’e/zzgndenf obf-
WUW‘Z"“’W’)\J committee S0 a33ess fhe Progness of o elnica) ial
"“V‘C/{Kd"f\g. dhe Safely dile and the cr'br'eaf eFficacy enapoins
ot ‘nderals .

4. Monitor

Oekmmqg wheber 4y Advenge evenls (” /‘7"53/ anre

Appropwieely r»e/oow\led withon the Sime ,pe%z‘adff' Ve Qeured

by/dchp / vthe /[JN}OCWJ/ /\ﬁ\efIRQ/ TEC, he S PONIIP ‘
=



R X

| g + Wpite a mote on Aclve Surveillance v AOR ”GF%L\%
ﬁ’c/f‘ve Stn velomce W condnast Fo3sive "”V&lqﬂ@, /

See 8o ageentain. completely the Numbers of ddvense everk
Mid o\ CoVdN uo 1y ,/oznem,é, anized Process .

Heive sSUrVellbmce com be achieved by evie Wiy Medicol]
“Neconds g "W)v,‘am‘ng FM‘@"J‘J ond /o) Physicians un of
S AMpe, 0F Sentiney Sikes Uo Ensupe Complete an d

(g;ﬁ:;d-/e Jate a7 Peponied Advense "events 7@99% 4L133€

he Selected 25

7@0% "?F@Cfﬁc
oY)

'kes can Provide in ;@wnd«l:‘o%, Blel as datq

/ﬂclfv‘c‘)’lf C?L(b;’hoqprj",{fhd./-’ Wowld nof-be gy,
oy [fessive ~SPo Moo U3 mefo’bcﬁ‘y Syesfom,

ﬂoﬁ’ve Sunvelllance can cgptture ADR; across e e tine /Do/:uldlm
0/ , /a}/‘en&g exposed o, dmy/g m a Van'ely @f -eLinfca] «5’@#@.'7?9

aNd i3 dhus able (o N form realth AéLfLT'w')’ftL'“e—S’rcD'ﬂL{%t(@ e
MisIAS I ‘evenyday ‘elimiedt /Dhc%‘ce. J

'/ dé/g

/40{'\/3 r'S’b(%VeLL(QVlce gyan‘em. Adfo wes "«fﬂ%feje_d %echcu‘é-me%k—c(ﬂQ
ﬁu//(ow up &f //"‘4"?71453 7‘6(‘:0«3_@/ N q_'gfed%C/ﬂDR, a ’-?pec/;ft- (fg,é?
OM A 5pecific U subpopulation . 4, Suely Afayg efed
TN Ve?/l:'dqoul«‘o&g/ nelevat anformaldiny om a Speecifie dfhcgz @q@
Yuestion can be obhbained veny eBfrcin e with Stiont - G |

ﬁp,lv‘ve Survellomee /Dmvfa'&s ad Means fo evaluale drptg «.Yarfoej)/
panbiedlomly in - owphan pepulakiors sften. excluded S eliney
SoniM3, Such 08 clildned, o  womedy /dqw»"nc? / Fmeéymmcy.

A e;(om)ﬁ\l& 07€,o\c,/-h/e ZdrveUance Us e _/ﬁ,u@w up o Fd}»‘eﬁla
Umnetled with o pembayo iy twvough o misk managemment
anamm ¢ Falﬁ&w Who 7@/[/( a FQ’QSCW\F) Bo 1 7@37 g d’w(cgj ﬂ!q}/
e oahed s €2l a el Sumey o g 2ive
mqm,\&g,‘om_, Igfr) Wﬁ% CDMC(C,/H-



-
D A
?X ‘;Role @f Eadmv-‘g.\umce Jm /S’qfe}y moyﬁfﬂ%f“ﬂg. ;

,@ﬂ-—ér ©) Eud'havfam‘tla'nca Jg.d System for WNF@WYI{; vhe '9"‘744)/

of ynediednes.

O ks compomenls faeilifale cleckronic peponing of Suspected
cldvense Neackoms melalted o medicines and the eﬁéd’\/c
O('noq\/g;‘(s &]f detq -

() This enables the 8«»«&(1@1‘6‘“4""'7" “"f o tenfn] “?“ﬁ”‘)’ 128ues,

O JThe System confains diffenent: Components Fhat perfiny,
«?Feu‘frc_ \,{.ﬂgy\g i Afhe fhoc@eg ) f elechronic /)ﬁe/oe’)»[-,*yg( @f
Fuspecfed ADR:

Role

@ Fdeelronic eXc/Lngc of adrviduo] cose é?qﬁyfy ,ﬁgpo'nba .

O Eawrly defection of //Ow%féle 84)‘09//)/ -5 7%4«(—3 ﬁsm
mam Keled ,dmuﬁ Lo e Use -

® combinwrs Ymeru éom'n_;[ omd evaluabion af poterbial Safely
[35ues ;n melabonr o repented adverse meackions.

® Deuvsion- mafling process Bosed on a b broaden ukww,{eége_
of e advense peackion FM;@L{@ of - drugs.





{"type":"Imported Other","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Other","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Other","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Other","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Whiteboard","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Other","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Whiteboard","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Other","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Other","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Whiteboard","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Other","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Other","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Book","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Book","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Book","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Book","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Book","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Book","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Book","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Book","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Book","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Book","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Book","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Book","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Book","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Book","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Book","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Book","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Book","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Book","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Book","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Book","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Book","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Book","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Book","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Other","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Other","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Other","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Other","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Other","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Other","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Book","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Book","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Book","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}




{"type":"Imported Form","isBackSide":false,"languages":["en-us"],"usedOnDeviceOCR":false}



