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Appendix A: The Chronology of the development of Subsection and Section from 1966 to 1988
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Chyormclany

fAFugust 27 B ltmore Hobel irv Loz Prpgeles. Jor Dvesrer ohairs
zEion arnd sets upn this SEteering Committesslresnerilhair?,

f=senrc. Durnmett., Gauch, Giteaeer, Hezaos. Ithine Pever, Bchees
Tardd | Bemmerfeldisecty)  Alec presentrRieglank. Penhallegorn.
Herminner, Romus, Coepenher.

fBures &n orgsmizaticoor woewld be useful. Qpticrms for & home st the
start wmere A5R, Biomebtrice, Higstatistics in APRG, DIA, AMAL

Sirculasted information and ashed Foro intsrests,

plovvermbier 2 Ledier from RER's Doy Rileyw sugpesting concent and
mae b vimiae " hroadseed s that it dis wmod doeminstsd boo muach by
the members wha are v phasrmsceubtical firms)

Moorembzer 15 Dyesmer Chairs with It vea L srpra, e, Py,
Pernhallegor, Bhear, Bohults., Bieglaulx, Sencder. Hrrxuy loachk and

Sommer-Fe i, Mas regsponses from civoulastion list of  FF+E0 iv L7,
HE PEEDGSEE, 20 Froas LA =6411 OH, 21 moee O amd | unfavoerakie.
Preference for assceoidastiorr was ASR-19, DIN-12, Biometrics—17.
Motes shae 36 supgpested activities amd 32 suppgestions  ocassed o
the Stesvinsg Commithog

Mocmmbey 2F Filey ashg Wil Dixoor to precsyre & propossi to 850
Homerd for & Committer im the Ricmebricos Seotion, Duareb bt eyt of
the stoticrn &= member of Q88 Hoeavrd. Dincys i= Chaiy Elsct of the
Bicmetric=s Secticn. '

Deoember 6 Steesving Commities meeting at Parke-Devis 7 orezent

Decembuer 28 Steering Committes meeting with minutes by Mardi.

Hose choicoe 35 navreoesd o 858 o DIE Hawnted this rnew
wygamizaticr o be grofessiornal wnolt just "drugst. Coammitites to

prepgvre & 2 statemsnt of Obhisctives: Durnmetdt, Dressey, Hagans,
Mewer arkd bhite.

January 27 Oommitites met and decided o go with RES with the
iveberrd ta be & @ subsegticrn of Hiometrics Secticrm. D sy ot
Secticr CheiriBobh Mogwos rext ivn 1imel,

Janugary 31 Hajor  Daoumend. Letiay from PMeyrer to Steering
Cegamitise states the choseys affiliaticr, BUFNDCSE.

mEame { Pharmecewtioxel) amd Follow—up supoori.

Meroh 2 0 Cyawmamid Swite  in Hashingtose DO Dresnerifhair .
RAESEMLEG, Durmrnett, Gauch, Sitamer, Tthiv, Meyer, Shesr,
FeasmnerTeld, Byrorm "RIITIIT 0 Beceir, Ravid Bray and Peiter Jomes.
Durmetd notes "l will 2 the Firet Subsegsticy in ASR.

Ricmetrics waes the Ffired sechicom®.



Great discussicrn  wveEry  well doounent ed vy Bommerfeld. Taonics
included techwicsl sessicns, publiceticme, interachice with ohihoe

profezsianal groups. Bet up  twe commitbteesn: pebition  and
Slarming & sEessicn for  the Depomber meeti Vi Fetitiorn to oo to

HEBR Roard by Moy -5, To e  for Pharmaceubicoal SDubsection stabus
ard weeded only 25 names.

Aodid iz Letter foor divpulaticn with dispcussicn of +the
dﬁve}cpmﬁﬁtg_sg_fﬁr, e page of status, e pege cebitios  and =
paoe for sigrnatures.

May 3 Duwmnett reporits o on progress o AER Bosrd. I Fourdd For dths
fired time that the wnotice o Lthe RSS  Board ol led RETY A

Hiapharmacsubical. Alsc foured BID o some petiticons bub oot
trace the change bhetween Boril 12 and May H. Lomseneas of A50

Board was Favorable but zll maREpEy ootk onat Findshed,

Mayw 1= RER gets letbter from ivsluastsry statisticiary who warnds Lo
iy the ABA to beoome & part of ERSE,

May 18 Mever letter still calling "us" Phavrseceuwtiosi.

Jume & Americsn Btatisticiarn motice of HEPRE promcEad.

Jure 7 Durmett  writes Wil Dinery with 858 =sigrmatures om the
patiticrm, 97 wnoey BES  members. Lebbes lave out what sltess are to
Ferl Lo,

July 20 Mever letter o Dresves 951 s nmatares, SNV ABS s 13

gquesticrmabilie. Enclaoses B oorvesaorience & yiztees MOl
e luotarnt PR TS WIS Fay Mike Freesb, fpecebi s vl uchart wmat
‘ g

megstive )

July I3 Foormal acplication For Subsechbion status iv lettoe Feepn

Dygsner o DNinos

August Zi Durnett pets petiticn topic om sgEvida For SR Roerud.
OGotober &7 ASA Board Approves. Brb, we rnesd officisl FE sy i L o
by the Exec Commibtitoes that will meet Decombes 57

December 5 Dygermeyr mose afficial Ohsir and  Mever aceephs
Beoretary of Bicophavrmaceutical Subseotion.
PP would mot fFind a Teohwicsl Session topico §F

meet g

LR R Tt S

Deoenber 27 Steering Committes mests ok ASD isn DO P

wild discussicn of (fas) marye topios., Pareed o Foom s Commitbes
aef & to Yy peaenle  with  academic, ivdustery vl goveenment
represented. Wiltl 5 B Ue reencnsibilities £ v bhres

subocmmittess: membershin, oroprams end busisgss,




1964

Bob MHorrece is Dhair of Bicmebtrics Seotiowm

Jarugery 2 BRER irvited bo gresent & ssssionse bt vert anroaal
ragzeh i v, This di8 payt of Hicwebrics Secdicr.

February 15 Mever letter to AR lisds & members of Exnegcutive

Lograities

Mavyoh 13 Dreermer letter to Olwde Hrassr RER Proag Chair? listing

Fivsl twe spcsions
1. Cowtributed Papgessy  Sidmey Faldmasn, Jobhiyy Flobesthes., MHillism

Foryest, Mike Free avnd Sob bWhite. ‘
2. Panel Discussice~ Flawmming for a Clinieal Trisl- 2 Analpesic.
Dighk Remmimgtonilhsiv), David Bray,. Jim Hagans, Jamez Parbhouse
g Johin i lscrs.

Fall: Electiorm Far 6% Durmvsetd versus Dimdreras sngd Duroetd wins
with Rowy Gauch mew Secretary

Aaupust 31 Fivet BRES bwsiwess  mesbing  iv Pittsburgh. reaner
repoeyts for BRSE o Biocmeibrics Secticey Rur meet img.

Sgptember  Heoond  dvwitaticosn to orepsre 2 ssssicns for AR
meet L. Mimubtes iv Jog PMeyver imk.

Fail to winter. Meyey correspondentcs shoams mayy peoplie writing
too Jerdiy BPRSE.
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fHivgda puiet inm the files for a few mormths}

Spying First imvitation to participate iw the 2Eth Primcebow

Cormference

Spring Corvespondemnce betwesn Dreswers and Chaei Frazl ia b
consider & =mall grouwp discussicorn of Lowmmorn prebliems,

September 17 15987 FDA Lewver MHillism Soodrdcoh's OFR on Well
Comtrallied Clinipal Triale pubklished., {ta be OFR 314 ete?

Bumiveess Mesting ivn MYD wmith 680+ wmembers prezent Dawvid Bray
Chair elect ard oreparat icosy bviﬂgs moye structure o the
Ernecubive Commitites.

Princetorn mesting papers by Sreg and Ciminers.

1ET0
Februayy 17 CFR 214 pubklished agsiy wiih respovses angd wde

Firmly iy place.

Rigmetrics and Epgidemiclony Methodolany Rdvisory Dommittes (BEMAC

sy to Fol low,




Firzt Forial participatics inm Borivg dMesting - 3 swssions =t

Chapel Hill
of Hiocd Level Studies Duoselt, Chair and

1. Design and Anasiysis
Metzler speaker. 2. Guideliwmes  for Rdeguate and Well Controiled
Clivical Trizalsi{lFR 314,31 DresmeEr, Chair and Anellc soealev. 3.

Opern PRiscussicwn of Statistical Problems i Blophsmm ares.

Chaviie Dummett., Chair

Marw SBohreiderman's of fice to responded o
P E Y Ce, Hessilar, Bray,
Marsh, Mever, Prestary,

7
foril 10 tetiter to FRA Commissicomer from
of gyroaup  that met i
CFER 314, Exer Ccmmittes present with

Ciminmers, Dresves, Durmiett, Free, Gauchy,

Sohneidevrman and MAnello.
ezt L DREECS

Decembeyr 23 Detroit 23R, =5 attend HusivneEss
Dresner dezcribe the meeting in Schreidevman's office. Frea
2V OPREY panele sbtudyivg Srag

notes that theve ave statigbiciams om0
classes for plamsing development studies, Pl A Pukl icat 1oans)

rotes papErs from 1369 Sezsiow avcewpted by IRBR. =% attand

1971

Fall Rusiress mesting ivn Ft Sollinsg 50 bt e Enec
gecides bto study bwc:  topices of ivterest to BPRESS 1.
Hicavailability Etudies with Dresnoes
of Statistical Evalaast i ard

Chaiyr

Cammittes
Statistical Techwiguss iy
Chair and 2. Erhawmce the Prooegss
Haeview iw N Submissiorn with RSwmellc,
Py Statisticians fivst group mestirng, fall oubt of 27 commithes
assigrment s,

137

August 14 Rusiness ivn Mondresi. 580 atdsod Bigswsiisbiliby
izeues pet aivred im & techwical zefsidr by our engeirts. P05
Cowmittes diss scived until new puidelines are publisned

1373
Dzcembesr RusSiress mEeting 1 NYC 235 atitenc
e — = A oma o 3 % 3 5 .
ool e ¢ single InVited Session raissd. Rlsa concern about
ool e S S Yas ) - L =tE LNl eEr Einoiar
s ii wmeEeviIng OO E and InCOnvEniIencse oFf  zcheduled  swestes
EENVESSL 210M8 OF growisg oains T
1274
FRugust =i vies wmeet i i
e meabet .Bu&xﬁegh meating  dv 8% Loudim, 80 ablsed Lishk «fF
ADEYE 1y piose Q00 Thirkis : F o oF n et i
H i 23 : B SEATVERY -
. i e&bcut BOSEUTER Y oo rmembieveky i

ivwberest - 2 ey
: e 7l there waz over that Fexd 2 ewmct, Buestior raiseo
ecticn status-— deferred ta 1975 ) o et

o

FDRYs Harter proposa i i
By orooossal dis an dzsug but LEVeh meem Lo sEir un
& - stir un &

organized activity within SRS, ”
]
Fivret vyvea P = F
yeEar For four zets of miveates ta ivmcluds Euesc sl =il

2% Huz meetings.




Plaorchy 83 853 Pawl Mives  Topic of Seetion status iz orn the agends,
Blee decided that Prismcetaorn will moe: ke the maivn Exvego Cosmitises
mest 7. Hear about the Hariey proposal again. Degferred  fo the

2p0 s=tatisticiares,.

PABuagust O9 0 Euer dyy Sblamts Survey vrezulis in rough summary Tovrm

ard Talmost) mever to be formeal im time o be usefual. Thizs bime
Enere Doram  aszpsoed the sdvarntages and  dizadverbages of bheidrg 2
subsesctican sy passed & mobicym b remaiyy & 0 csubzmectidon.
Eztablished I tigdson DQFFicer to  Heen ive  btouch  with other
scrietian, Execuative Boesrd carefuallw  balsnced Foo acadenio,

gowsrnment and dnduastey.

HPSE is  pushing AER o get  dnwolwved in public policy — &y FRO
igssue specifical lv. e wamted o &ffer ASR services to decisziar

mehivng at FDAL. Dave Salsburg prepaved a letter for A80 Exsputive
Commities tao Forward to FDAL

Augygst IE Rusiness deebisg Committiees aspncinted fo comsidey
section shabas, Roticn came Froam bthe Tlaor noch the Exgc Comm.

Derogmbey Pridnoetoyn: meebling well at terwded. CorsFirmed plans for
Sprivg session o muldti souree data Irmees wilh a hig effort bw
Devwsr Salsburg.
1275

ey ki izsue  was  Seeeral Btatistical Suidelines for
Submicsmione to FING Late i 13ATE dhere  werg papers ey Duabey,
Lidd mwed P Neill to PMP siats  audienos. Borivg Meeting hsd &

Payee } Dessiarn G Bhe  btopdie chaired anmd  sammarized by Verm

BroEn hmd s o commitltes o respongdy Ralisbury., Chaie,
ellard, Eoslein, Frase, Hee Ry e, Georpe Willigws il of
Femnerd wEnt e Dubey whose end of dthe yesy rezponse

prEm Prh o wERry GVicauT R VI

Fae

Grabticoyy Teuam Hemsioarss oy Data Beses weyst sl il

ey Buiedel dees

mtirred upn interest and sone antagonisn,

mhill aidwiz, Legns For ARG, Jog Duwncay MR

pprerzayed & positicoy piece with & edample pesavs

el o the Copmissiconer aof Fbi 8PE8 alsc has o
Commitites =811l thimking a&bocul  our groaweth and

i ot s,

~

i

August I8 Ewxes drn Bosborr More discussmicey of guidelines for gdyug

evelomment Classes — mose havie 27 clazsses ment ioned.

LT B R g 5 auprewiatioss Foor  Subsecticn efforits  but 087

zicbiwi by im ivy limba with Lecwve oy bthe fernce. He aye plawming &
@

s oo For hhe moring.

Aupuzt 23 Busimepoe meed g, Positive vescbicons o bhe techwmical

sesicny Dompeguences  of Testing Drapgs for Carcincgswicity. Brigd
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P o A

b

viarpeEat of DHeo toplios. Sawpson Tivsel appears 1w the minutes,

Deramber at Princetor. Recogamizaticgr Commiliites reporits "the
current leadereshis snd aotivities veflect the wmewds and interests
of bhe active mamberzhxg”. LEcmmittes disbanmded.

Motion— Policocy of BRPEE avd Enec Qowmm should e o male eveey
ef fort toe  attract aeogdemic  sad goverraernt wmeosley iybo the
sotivities of BPRE.

Doss Bubsecticn wark o word G guidelines for FDA submissions?
Defeated mobtion o woerk om speeifis diapmestic iwmdigabicrmsiimeites

Froon Dubey as bohen For oy word epaclisr dhis wesr.

Durmcan is waitinmg for a ohamge inm admimistyation to get ok bt
wur peeldoy izsuEs.

Cxiled Speoisl mepeting o discuss veEsDorse o Mowvemsber 19, 1378

Fr pMobtice on "Moes Cliwiesl  Laborstories Shudies, PFyposed
Regulations for Good Laboratorsy fracbices LRV, 20+ st terahed.

Chosze  suabk-topid wmith statistical imzlicaticmes il sshed
coatmittes bo addvesss Hajaim, Chair, Hay Lo, Alan Gross, Faul
Saviders sl David Sslisbury o write & drafit veport for Exec Oom.

DT eill appointed o Eseo Lomm for 77-T%, Gavior sbill o

Pt b 20 Mordh Ceroelins~ Bursgughs Welocmes.
Problaems getliing Smd sessicy at  fwousl Meeting. HMarailn repoet
A oo FIN ivy February. Moted wvery faw BPEDE members were ASH
el oo

Mepwm FIHY bopios Py opaaad Clivdoal Innvwesltipaticr Guideslines.
Commitier with  Arveser, Chaier, Arvimgton, Bekiel, Falter, Frees,
Gphrars, Ot andd Sweeney writes & FaSianEa., Butosibhted o Heseing

Clerh at FRA om Recewbey 20, 1377,

Bugust 14 {Chrd e LR D Wedtiding &  lebkter  to suspovt
BEMAC {Hiewmetrics & i Fod damial agy Methodol aogy i L Sy

Cosamittem) .,

i

Agreed to sponsoy Mideest Rlopharmeaosebio
{labter withdrawn)., This was mob & controaverswy.

Haitbing guietly Ffor publdic polioy aobiviby. Durmoass Brows abouh
TEEonEE b BLE & plamed action on Climiosl Euadeli%e:

August 153 Busingss wmesting repeat of pueo.

Decenber P i et o D&y Frelatiomshin cambimuss with
covddeviees b vk osanoh : Fevcast A8 RBowmeck Seoticrs status
L e {iaxam e 3 e the Eiomptyrios  Seoction

Oaymemigis




e . Board discuEsion of the feilure ivddicatesd s desive  bto act vyather

Tham reasoh "Tom oftern we sppeasyr o e merely respomding o
I prabhiems rather bhan iw the forefrowd  defisivng the problemso.,
‘ Called for Teere glavwing snd o vanie proeaects oy nesded”.
Gayicy repovits GLP suggestions bave ey reviswed. CFimasl ovep is

headed for Fedeval Register.

1278
. Spyinn Meetinp{ithaca?l, Hepepateg iwnterest vy Fellous.
- Thevre was & 2 ocommitier oon  Soverrmesnt Lisiscwr  Heasyron, Ohaeie,

Faltey, Llint Miller, Hazsin, 3Mheill, delani and Buresisters.
FDA requests recammendaticms on consulitants BREE snd Big Sectiond
Long  disoussion of Subsecticn Charitey with sdvantanes acd

disadvantasges. "IF Hiowetrics Secticrw oouwld be revitalized and
cocammauniirat icms impvoeyed 1% would  be  sore comfortable being =

g subsectiont.
Delaryyy Amendment Firsh appesvs.
August 13, Saw Diegs Ewec Comm Noeted actionm on FOR veguest for
stat cornsylitants  iw 13 dhrug oroups. Fellows meoticrkd, Charter

veviesw, discussicwr of mew directions and some thoupht i Heet 1o

status.

sugust 15 Business Peeting soted end of BEMOT

{ December & iw Princeton Getting @ s=eemicows iy bhe Hprisg end
Fequesting 2 for Mvwvusl Meeting. Set un  ooesmities struchbure To

respaond o fatures FRA  reguests Forr stabisdtiosl consulitants for
dyug classes. New ivterest —  worildng with  Soiewor amd Mediosl

Wiyl LT G,

1373
[T =R ol N iy hlew Orleans Ma oy topioe Beotices Shatus.,
Discussed youte and  sgreed tor mpply o Beoticey status.

"Advantages dwnclade wvisibility, covtyel of sessicmsz alt ps :
representaticrn < RSA Bossd, Coumeil  amd Brogiram Sommities,
s i BRSO

immpyooe e image i Dorvesponderos with people oads

Started plams For statement of purposs, edBamsicom of by lowks i
| ¥ Y ¥ . H

ohyarber, Sawmpsorr will form s commities for submissicr in Supust
tax e Dommittesr o Sectione awmd  Subsech ioavs. Pl tihle is am

3G

1411 woriding  on procedurss gvid paopleistatesl Foar FIY mowi soay
committess, Ryt still bvywing  to gedl @&n semaial discuseiow
mEating for &ll statisticiame on FDR committoss

f{ Thimkinmg ahead ta mew  sembershis suarvey when SBecticon status is
sttaiveed. Consfivmed 7 tech sessicms iy the soving ard omly 1 st
il meet ivig. RBurpeister =till imta  Science syl Miediosl

wrribers byt wibth orly modest sucosss. Phex geivst meeting et




Puagust 12 MWashinpton DL Still tyvwing Forr & sessioms gt anmusl

maet . Motbed s &bbive A88 PAd Hoe Committer o Sections and
Subaect ioms. Talhked abaut wmoere news items in

Burmelizster efford 26411 dn ledter weiting stape.

Suppessted a oompittes to mowmitcr the Fedevrsl Fegister snd fimd
sul proRpns o Vesporid. GTMeill agreed to loochk iwbe  the idea ard
reptrt &t & later meeting.

Mooy ohanpe groaposeg - Chaivr sleod will plan the technicsl
seseiorm For bhie vesr v which that pevson is the Chair. Metoler
awd Huamoher =ill word cut tf?'se Ty it i o

el

PByabbher gevique diccussicon ef 858 Fellows,

Heavd the  Pd Hoo  Cooamitbes oo Beotions and Subsecticons approcced
cur propoessl for Seoction status More formally, the Committes om
Coopmittees approved  the proposad for Serticon stabtus. AR Hoard
will yreguest et 1o From Biocmeirics Sectiominaest officersl.
Recoegwiaze  the  importance of  the Riometrics Seoticon OFficers
spivmicrn and activities. Bampoorn avd Metzler will meek with Bic
OfFficers fo snroecth the presentaticos gt ASA Bosrd.

August 13 Bur Pset ing. B+ péapi&. Hig topic was iarsiing for
saobicn ztatus. Envpansican of scops of dvyag gevelopment proopss
tirat iz wat  oowered in subsecticy: ohariteyr such sz guality
ceoavbrol, medical devices and products for animsis. Bo nicet wmart
Lo enpsnd 0 211 heslth statistics. Mew title alsc an l=ssue.

Fall inm Jobw Bailee's officeg, Bsidloey Scohvwidersarn,. Fres, Metzler
o Sampescs meet as &y as boes commitiee to stady the charter of
the Ricmebtrics Sectior and define s vessonable group of intervests

For Lhw ngw Biapharwmaceuticsl Bectiam.

Late (otabser, siromg  position  piece prepasced by Ssapson and
Mebolev. Commumicated to the approm-iate peEcple.

EBwmtweew the  Augusht RASAH arsd Deoember there iz g "fuss" rai=zesd by
the Ohair of Riomebrics  whoa wanits this stalled Fo &t lesst &
BT . Lok of corresnandence and med w11 o of it was gentlemanly.,
The AER offigers keep & comstructive pevrsEpective. It means that
there iz a potewntisl for this delasy, but the sivgle problem mabker
has almost noe suppoert. Maver-the—~legss, this zmitasticom hias led to
& lab of erira wook ared comcery For Tharlisg HamDsor.

Fell Yiltlamowadifasrr Pvimcetant Mo mimutes o Tile. Meet img was
dominated by sbtvatesny forr abtadming Hecticon status. Had e
Harbley atiemwd meeting ae =zympathetic member of 28R Board. bl
vy weeting ouwy Firsh real yesistance from an officey 1w the Hic

Sectiom{lelarnd. PAfter thie meet iy HOE imitigted e
coryespannencs bhet puh thiwgs on track for the Javaary 1381 850

Toaed swesting. GFil Hiltow iz iv this btoo and he is heloing.




Cavrocincspentoity worbehap is go.

1385 .
Sympoziwm o Long Tevm  SAndimal Carcincgendoity Studies: A
Statisticsl Perspgective ise = bip success with 210 attewmding.
Dieaved. &t igast HEH . po  coindidence that Dave Seyvior i3 the
Secticorm haivr Ffor this WERT,

Springifaslisingh) Coamitites o develoen suggestesd comsultants

Feepr FDR O iz gettismg swven  @mors organi zedd. Hesults for first
Spcticrn Suryey summarizeds by Harbksea Ti3lse. plow Bawe 9 osobive

WorRING QYCUung.

August Discuss e Bebticwy pubklication — mome smols bul no
Five. Conmtimuing Edugestiorn oourses appEa a8 & topico o apgenda.
Mewm  conbent Ricpharm proaceedings to diwnclude selscoted Boeing
meﬁtiﬁg, YHall State” amd Princostorn sEssicn pepevs. This will be
published iy Septenher. FrdCRrise ooe-mncssor wiith Internaticonal
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Appendix B: List of Presidents and Secretaries and ASA Board Representatives of
BPSS/Biopharm

Year | Chair Secretary New Appointed Member Liaison Princeton
Officer
1966- | A.J. Dresner M.L.
1967 Sommerfeld
(Hearron)
1968 | A.J. Dresner JH. Meyer P.Meier C.W. Dunnett
P. James D.F. Bray
J.L. Ciminera B.W. Brown
1969 A.J. Dresner R. Gauch J.H. Meyer A.J. Dresner
1970 | C.W. Dunnett R. Gauch S. Besder T. Colton JR.Assenzo | C.W. Dunnett
1971 D.F. Bray R. Gauch M. Gent R. White JR. Assenzo | C.W. Dunnett
1972 | JL.Ciminera M.S. Hearron S.M. Free M. Scneiderman JR.Assenzo | J.L.Ciminera
1973 | T. Colton M.S. Hearron C. Federspiel S.I. Blickstein JR. Assenzo | J.L.Ciminera
1974 | JH.Meyer M.S. Hearron A. Itkin H.C. Sweeney R.F. White J. L. Ciminera
1975 | JR. Assenzo A.L. Gould P.G. Sanders D.W. Gaylor R.F. White J. L. Ciminera
1976 M.S. Hearron A.L.Gould K.M. Falter M.C. Miller S.M. Free J. L. Ciminera
1977 D.G. Sasburg K.R. Lamborn G. Hgjian R.F. O'Neill S.M. Free J.N. Aversen
1978 | W.J. Westlake K.R. Lamborn L. Burmeister J.S. DeCani S.M. Free J.N. Aversen
1979 C.B. Sampson K.R. Lamborn JR. O'Fallon L. Ott S.M. Free J.N. Aversen
Year | Char Chair-Elect | Secretary New Liaison Publications | Princeton
Appointed Officer Officer
Member
1980 | C.M.Metzler R. Buncher | G. Hgian W. S.M. Free JN. Aversen
Fairweather
L. Endrenyi
1981 | R. Buncher R. Flora G. Hgjian Y-K Chan S.M. Free A.L. Gould JN. Aversen
B.
McDonagh
1982 | R.Flora W. Drane G. Hgjian L. Gura R. Sanford A.L. Gould K.E. Peace
JV Tsay
1983 | W. Drane P. Archer G. Hajian R. Sanford R. Sanford A.L. Gould K.E. Peace
V. Chinchilli
1984 | K.R.Lamborn D. Gaylor | G.Hajian B. Tilley P. A.L. Gould K.E. Peace
Bloomfield
R. Sanford
1985 | D. Gaylor P.K. G.H. N.Mocniak | G.Hajian A.L. Gould K.E. Peace
Norwood Reynolds R.W. Hems
1986 | P.K. Norwood C. G.H. G. Hajian
Goldsmith | Reynolds
1987 | C.H. Goldsmith | JR. Schulz | G.H. M. Selwyn
Reynolds J. Haseman
1988 | J.R. Schultz V. G.H. S. Ruberg RW. Hdms
Chinchilli Reynolds C. Brooks




Appendix C: History of the MBSW

The Midwest Biopharmaceutical Statistics Workshop grew out of the very successful “ Statistics
Days’ Conference held at Ball State University during April 1976. The * Statistics Days’
Conference was organized by Mir Masoom Ali of Ball State University and one of the invited
speakers, Charles B. Sampson of Eli Lilly. Because of the success of the “ Statistics Days’, the
possibility of a continuing statistics conference in the Midwest was discussed by Ali and
Sampson during 1976. Both felt that a conference in biopharmaceutical statistics would be most
appropriate in the Midwest. Sampson and Ali invited the chief “datistical officers’ of the
Midwestern pharmaceutical companies to Indianapolis, on July 14, 1977 to discuss the initiation
of adtatistical conference. Attendees at this first meeting were Mir Ali (Ball State University).
Wen-Dar Cheng (Dow), Ken Falter (Searle), Saul Gitomer (Marion Laboratories, Bernie
McDonagh (Riker), Tony Orlando (Mead Johnson), Lyman Ott (Merrell-National), Ron Platt
(Miles), Alan Sampson (Abbott), Charles Sampson (Lilly), Roy Sandford (Baxter), John Schultz
(Upjohn), Ron Schwartz (Amar-Stone), and Tom Spradlin (Lilly, the first scribe). The group
decided to proceed with the conference with the emphasis being on the applications and the
theory relevant to the pharmaceutical industry. Since the pharmaceutical industry spanned a
wide range of research and development activity — basic biological and chemical research,
clinical research, process devel opment, assay devel opment, dosage form development, stability,
quality control, quality assurance, and manufacturing — it was decided that at least three “parallel
tracks’ were necessary in order to better serve the pharmaceutical statisticians. The founders
also pledged to provide opportunities for young statisticians to present, discuss, and interact with
some of the more experienced and well-known industrial, academic, and government
statisticians.

During the last 20 years, those attending MBSW have had the chance to meet and discuss
important issues with some of the most important contributors to the statistical literature, both
practice and theory. Those involved in the beginning have been pleasantly surprised to see this
Conference grow and prosper over the last 20 years. They are particularly pleased that there are
severa statisticians who have attended amost every one of the 20 conferences. They wish to
thank all those past attendees as well as those who are present this evening for making this
conference successful.

It is important, if the MBSW is to continue to be successful, that young people step forward with
new ideas for conference structure and content. The Conference shouldn’'t become too
predictable or too entrenched. New people and new ideas are always welcome.



_Appendix D: Letter from Fred Leone to Gary Koch and Marv Zelen dated January 3, 1980

/ 5% AMERICAN STATISTICAL ASSOCIATION
o gf” )%5 | FOUNDED 1839
e %‘%ﬁ 806 — 15th Street, NNW. e Washington, D.C. 20005 e (202) 393-3253

BOARD OF DIRECTORS

President
H, O. Hartley

President-Elact
Margaret E. Martin

Past President
George E. P. Box

Vice Presidents
Vincent P. Barabba
David H. Blackwell
Beatrice N. Vaccara

Secretary-Treasurer
Fred C. Leone

Editors
Edgar M. Bisgyer
Stephen E, Fienberg
John Meter
Melvin R. Novick
John W, Wilkinson

Directors
Barbara A, Bailar
Morris Cohen
Herbert A, David
Wilfrid 1. Dixon
L. Endrenyi
Joseph L. Fleiss
Donald P. Gaver
Bernard Harris
Ronald R. Hocking
Robert Haoke

William 3. Kennedy, Jr.

Joel Popkin

Dana E. A, Quade

Joan R. Rosenbiatt
- Joseph Waksberg

COUNCIL

Chairman
John Leroy Folks

Vice Chairmaon

Kathlesn R. Lamborn

EXECUTIVE DIRECTOR

Fred C. Leone

MANAGING DIRECTOR

Edgar M, Bisgyer

Janvary 3, 1980

Dr. Mzrvin Zelen

Division of Biostatistics and
Epidemiology

Sidney Farber Cancer Institute

Ly Binney Street

Boston, MA 62115

Br., Gary G. Koch

Departmernt of Blostetistics
School. of Publie Health
University of North Carolinsa
Chapel Hill, NC 2751k

Dear Gary and Mervin:

Eariier todey, Margaret Martin informed me that she has
invited both of you to the meeting of the Board of Directors on
Friday, February 1. Also invited are Charles Sampson arnd Carl
Metzler. Beyond that, two members of the Board who are most
closely related to the topic of the request by the Biopharma-—
ceutical Subsection for Section status esre Jim Grizzle (ENAR
Representative to ASA Board) and Joe Fleiss {(Biometries Section
Representative).

, I am enclosing the material which is being sent to each of
the Board members on this item, namely, ¥o. 6 on the agendsa.

A copy of the agenda is also enclosed. We are asking you to be
present at the Bosrd meeting st 10:00 a.m. on Friday, Februsry 1.
Thkis will be in the Pan American Room at the Cepitel Hilton
Hotel, 16th and K Streets, N. W., Washington, D. C. You are
invited to Join the Brard for Iurnch.

Sincerely,

Fred -C. Leone
Executive Director’
Encl. .
ce: Ho O, Hartley
Yargaret E. Martin

_bee: Charles B. Sampson
Carl M. Metzler
% Charlie:

You and Carl are also invited to lunch, so you may want io
plan on a slightly later flight than you had before.
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Appendlx E:*Approval letter from Fred Leone announcing full-section status

AMERICAN STATISTICAL ASSOCIATION |

FOUNDED 1839
806 - 15th Street, NNW. ® Washington, D. C. 20065 @ (code 202) 393-3253
Fabrusry 8, 1952

EXECUTIVE DIRECTOR
©TRED €LEONE

MANAGING DIRECTOR
EDGAR M, BISGYER

To: Gary Koch, 1980 Blometrics Section Chalr
Harvin Zelen, !mmedlate Past Chair
John €. Bailar, Chalr-Elsct

From: Fred C, Leone, Exscutive Director

Subject: Board Action on Blopharmaceutical Subsection Petltion

ettt 2h e e

This s to Inform you officialiy that the ASA Board
of Directors at {ts meetling In Washlngton on February 1
voted to approve the petition of the Blopharmaceutical
Subsectlon to full Section status. The guastion will now
be put on the national ballot going to the mambers this
coming May; If at least 500 mewbers indicate that they
4 : wish to be members of the propeosad new Saction, It will
] come into exlstence on Janusry 1, 1981,

I want to tzke thls opportunity to thank vou for vour
asslstance to the Board In connection with its considera~
tion of this topic.

e et

.
iy
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Appendix F: Official Request for Biopharm Section Status

SOME ADDITIONAL INFORMATION
CN THE PROPOSED
BIOPHARMACEUTICAL SECTION

The Biopharmaceutical Subsection has been considering the idea of
section status for several vears. Serious discussions were begun on
the matter during December, 19878. BPr. Fred Lecone meit with the
Riopharmaceutical Subsection Executive Committee in April, 1979, to
discuss the possibility of, and to outline the procedure for,
obtaining section status. It was at the April, 1979, meeting that
the Executive Committee voted unanimously to apply for section
status with the gocal of achieseving said gstatus by 1981. For this
goal to be achieved, it was necessary for the ASA Committee on
Committees {chaired by HB. G. Hilton) to consider the proposal at its
meeting on August 11, 1979%, and to decide whether or not to
recommend section status to the ASA Board of Directors. Upon
approval by the Committee on Committees, the proposal is to be
presented to the Board of DRirectors for its consideration at its
Fepbruary, 1980, meeting. I1f approved by the Board of Directors, the
proposal will be brought before the ASA membership via the mailings
for the 1980 annual elections for ASA officers.

aAs of October 25, 1979, the following has been accomplished:

1. The ASA Committee on Committees has approved the proposal
and, in doing so, has recommended that Dr. Hilton seek the
opinion of the Biometrics Section on the matter. Dr. Hilton
is working toward a deadline of December 1, 1979, for the
completion of this task.

2. The charter of the proposed Biopharmaceutical Subsection was
presented at the annual business meetings of both the
Bicpharmaceutical Subsection (8/13/79%) and the Biometrics
Section (8/15/7%). There was a great deal of discussion
about the proposal at both business meetings. In general,
the consensus was that the proposed scope was too brozd and
needed to be revised in order to more clearly reflect the
interests of the Biopharmaceutical Subsection, while
preserving the integrity of the "Statement of Purpose” of the
Bicometrics Section. A joint Biometrics Section and
Biopharmaceutical Subsection ad hoc group comprised of John
Bailar, Mike Free, Gary-KGch, Carl Metzler, Charles Sampson,
and Marvin Schneiderman revised the scope of the proposed
Bicpharmaceutical Section. This revised scope 15 contained
in Attachment 2 of the letter to Professor Hartley. The
letter also gives additional background on the reguest for
section status, and most importantly, deals with the
relationship of the proposed Biopharmaceutical Section to the

Biometrics Section.

3. The ASA Directors are eXpected Lo consider the pﬁoposal for
section status at their February, 1980, board meeting.

Should you have any guestions about the propesal, or the process,
please contact either Carl Metzler or myself.

Charles B. Sampson
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ATTACHMENT 2

Charter: BIOPHARMACEUTICAL SECTION

Ha

{(proposed}

Mempership

Membership in the Sectieon shall inclnde all members of the
kAmerican Statlstical Association (hereasfter referred to as
the Assccilation) who indicate to the Secretary of the
Assoclaticen an interest in the activities of the Sszction,

Meetings

The annual business meeting of the Section shall be held
in cennection with the annual mestings of the Asscciation
and shall be announced in advance preferably in the
printed program for that meeting. Business may also be
conducted with the gecticn members by the mail

Officers

The officers of the Section shall consist of the Chair,
Chair-elect and Secretary/Treasurer. The Section shall
have a Representative on the Asscciation's Board of
Directors and two Representatives on the Association's
Council

Terms of all the cfficers shall be one vear. The terms of
Representatives to the Associaticon's Board of Directors
and Council shall be as prescribed in the Association's

constitution. The Representative on the Board of
Directors is eligible for immediate re-election only if
not previcusly slected for a full term. Representatives

on the Council are =2ligible for immediate re~election.

No officer shall be eligible for immediate re-~election to
the same office except the Secretary/Treasurer.

T

The Chair-elect shall automatically succeed the Chalir z
the annual c¢change of officers which shall occur on Januvary
1.

Vacancies in Office

If the office of Chair becomes vacant, the Chair-elect

C
shall become the Chair, the term extending thrcocugh the
following vear. Vaca cies in ¢ther offices and among
representatives shall be filled by appointment by the
Chair with the approval of the Executive Committee.



Executive Committes

The Executive Committee shall consist of the officers and
representatives of the Section, the immediate past Chair

and Chalrs of each Subsection within the Section. Seven

appointed members including the Liaison Officer also wzll
serve on the Executive Committee.

The terms of office for the appointed members of the
Executive Committee shall be three years. Openings shall
ba filled by appointment by the incoming Chair.

The Executive Committes shall manage the affairs of the

Section.  Actions taken by the Committee during the. yvear
and plans for future activities will be presented at the
annual business meeting of the Section for discussion.

The Chair, with the approval of the Executive Committee,
may designate committees or individuals to carry out

functions of the Section.

Nomination and Election

The Section’s Immediate Past Chair shall serve as Chair of
the Nominating Committee. Three additional members of the
Section, appointed by thé Immediate Past Chair, shall
serve on this committee.

On or before March 1 of each year the Section Nominating
Committee shall submit to the Secretary of the Association
and the Section Chair nominations for each position to be
filled. In addition, any Section member nocminated by
petiticon of 50 or more members of the Secticn shall also
appear on the annual ballot provided that the petition is
presented by one of the petitioners to the Secretary of
the Asscciation by March 1.

Ballcoting shall be carried cut as part of the Association

annual mail ballot for slscting the Association and
Section officers. Election shall be majority vote of

Section members casting ballots.

Subsecticns

Subsecticns may be created in accordance with the
regulations of the Association.

ot

=



Amendments

Admendments to this charter may pe preoposed by the
Executive Committee of the Saction or by petitions signed
by at least 50 members of the Section and submitted to the
Executive Committee. The proposed amendment =shzll be
submitted to the members o0f the Section for mail vote at
the time of the annval election of officers. If approved
by a majority of members of the Section voting, the
amendment is subject te the aprproval of the hssociation's
RBoard of Directors. If approved by the Board, the
amendment shall be effective immediately unless otherwise

designated by the amendment itself,.

Scope

The special interest of the Biopharmaceutical Section is
the application of statistics to the development and use
of the therapeutic drugs and devices in humans and animals.

a. Primary interests of this Section are:

{i} the bicchemical and phyvsical sciences involved
with drug and device discovery, formulations,

product development and guality control:

(ii) the biological sciences involved in evaluating
drug and device safety and efficacy;

{1ii) experimental human and veterinary medicine in
support of therapeutic drugs and devices.

b, In pursuit of these primary interests +the Bicpharma-
ceutical Section shares with other Sections an interest

in:

{i} the impact of federal policy on human and animal
research;

{(ii} standards of design, evaluation and reporting of
bicchemical, biological, human and animal health
experimentation; :

{iii} basic¢ biclogical and mathemabtical-bioclogical
research:

{iv) ethics related to human and animal
experimentation;

af



{v) publication 0f reseazarch developments and results;

(vi) continuing education programs {including hut not
limited to statistics) for statisticians and
researchers working in these areas.

10. Punctions

To support the interests specified in the Scope of the
Charter, The Biopharmaceutical Section shall peform any or
all of the following functions together with such others

as are appropriates:

asgist in the advancement of knowledge in the scignces
contributing to bicpharmaceutics;

=N

b. establish and maintain liaison and cooperaticn with
other scientific and professional crganizations; 2.9.,
American Associlation for the Advancement of Science,
American Society for Clinical Pharmacology and
Therapeutics, American Society of Animal Science,
American Scciety of Microbiclogy, Academy of
Pharmaceutical Sciences, Rmerican Medical Writers
Asgociation, American Veterinary Medical Asscociation,
and The American Medical Asscciation:;

c. plan, in cooperation with the parent association and
other crganizations lisfed in (b}, appropriate
sessions on the statistics of use in the fields of
human and animal health;

4d. cooperate in the planning of technical sessicons at
statistics conferences concerned with the human and
animal health care fields spensored by organizations
sucn as The Bicometric Sgociety, Midwest
Biopharmaceutical Statistics Workshop, Princeton
Conference, and The American Society of Quality
Control;

e. establisn and maintain liaison and cooperation with
other Sections of the parent Assocciation:

cooperate with government, academia, business, and

£.
industry in resolving iImportant statistical issues;

G . participate in the development of the guantitative
aspects of public policy concerning health product and
sgrvices research, development, and use;



produce separate publications either as monographs or
periodical bulletins or dournals as needed, with
approval of the Board of Directors of the Association;

ald, by whatever gspecial ways are appropriate, the
general development of statistics and of the American
Statistical Association;

assist in the develcpment of curricula andé training
programs for statisticians planning to consulilt with
human and animal health scientigts;

proevide continuing education for members of the
Section through workshops and sessions at national
meetings;

seyrve as a rescurce for public and private groups oOr
agencles with dinterests in fields of human and animal

health:

conduct and participate in other programs consistent
with the scope stated above, in cooperaticon with other
segments of the association where appropriate.

a0
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ATTACHMENT 3

DESCRIPTION OF ACTIVITIES

The Biopharmaceutical Subsection has been active in the areas Tisted as
functions in the proposed charter. The following is documentation of these
actions and proposals for Tuture activities:

10. Functions

d.

Assist in the advancement of knowledge in the sciences con-
tributing to the fields of human and animal health.

In 1871 and 1872 a spectal committee on biloovailability

(4. J. Dresner, Chair, W. Westlake, B. Rodda, C. M. Metzler,
J. Meyer, J, Haynes and J. Ciminera) discussed this tsaue
in depth., At the 1872 Annual Meeting a position paper,
"Bioavatlability ~ A Problem of Equivalence,’ was presented
along with two other papers at an invited paper session.
Committee alsc contacted the FDA, PMA, and USP indicating
willingness to consult. The position paper was published
Biometrics,

=

-3
3 =
W
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In the spring of 1973, there were several invited papers under
the title "Optimwn Drug Use Levels.” D. 3. Robson prepared a
written swmary of this session. 1t was distributed o the
antmal health industry and the Veterinary Secticn of the FDA.

It is anticipated that the section will continue to be involved
in advancement of knowledge both through technical sesstons and
special committees. Individual members of the subsection, of
course, have contributed to these areas.

Plan in cooperation with the parent association appropriate sessions
on the statistics of use in the fields of human and animal health.
See comments followtng item o.

Cocperate 1in the planning of technical sessions at pther statistics
conferences concerned with animal and human health care Tieids spon-
sored by organizations such as The Biometric Society, Midwest Bio-
pharmaceutical Statistics Workshops, and the Amevican Society for
Quality Control.

The Subsection hag besn most active in sponsoring sessiong since
itg ineeption, partieulariy at the annual ASA and Bicmetric Society
regional meetings and the Princeton Conference on Applied Statistics

which we have co-sponsored with the Metropolitan Section of ASQC since

the early 70s. A detavled list of invited poper sessions jor each of

these tupes of activities 1s attached. This list clearly demonsiraies
both consistent activity and breadth of interest of the members of the
Subsection., In addition, note that many of the sessions include a pre-

sentaition by a "conswmer’ of statistics in the area wunder discusgion
as well as statistical papers.
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Establish and maintain liaison and cooperation with other sei-

entific and professional associations, e.4., American Association

for the Advancement of Science, American Society for Clinical Phar-
macology and Therapeutics American Society of Animal Science, Amer-
ican Society of Microbiology, Academy of Pharmaceutical Sc1ences,
American Medical Writers Association, American Veterinary Medical
Association, Pharmaceutical Manufacturers Association and The American
Fedical Assocéatioa.

In 1970 the Subssction responded to a request from the Pharmaceutical
Manufacturers Association to aid in the construction of clinical guide-
lines for the development of new drugs for human use.

In 1974, the Subsection again cooperated with the Statistics Section
cof the PMA on two projects.

1. An cutiline of statistical concerms imvolved in the
planning, analysts, and imterpretation of long term
safety studies that are planned as part of an NDA
submisston, (D. Salskburg, R. F. White, and John Lear,
M.D.) :

2. Dasign and conduet of ¢linical experiments performed
at more than one location. {F. Tezckran, Charles Redman,
and RB. L. Herting, M.D., Ph.D.)

In 1974, the American Society for (Clinteal Pharmacology and
Therapeutics reguested that the ASA supply them with two repre-
sentatives. The Biopharmaceutical Subsection was called upon

to fill this request., After several years of inactivity however,
the project was discontinued,

In 1877~1878 g joint ASA-American Public Fealth Asscciation ad hoa

committee developed a proposal to be put before the ruling bodies

of both societies recommending "concerted efforts over the next
three years to the identification, definition and aceeptance of

the role of ithe health statistician im the Fformlation, irmplemen-
tation, and evaluation of health cave policy at the local, state

and federal levels."' Committee members were R. Loup, Chair,

S. M, Free, S. Hunter, J. Kondo, V. Logrillo, E. Perrin and ¥. Rives.

Currvently, the Subsection 1s Tnwolved in discussions with the i
dmerican Maedical Writers Association on ways to foster increased under-
standing of statist 'cs by their members.

Establish and ma?nta1n Tiaison and cooperation with other Sections

of t‘ e pevent association.

We have 00uperateﬂ with both the Eiometric Section and the Ziometric
Society in providing joint technical sessions. Discussions have also
been opened with the Statistical Cormputing Section concerning the
Dcu8101uau5 of joint sessions on toptes such as large data bases. Ve
envigion cooperating with the Section on Physical and Engingering Sci-

gnces on such topics as Guality Conirol.

N
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The subzection has been active in the meptﬁng of Section and
Subsection Chairs since the beginning of 1977 and have provided
impetus for some of the projects avrfeWth undervay.

Cooperate with Government, Academia, Business and Industry in
resolving important statistical issues. See comments under item g,

Participate in the development of quantitive aspects of public
policy concerning health products and services research, develop-
ment and use.

In 1870, several members of the Subsection met with the FDA con-
cerning the September 13569 Federal Register Notice "Principles
of Adequate and Well Controlled (linical ITnvestigations.” A
letter of swmmary was sent to the Commigsioner.

In 1873 and 1974, there was a subseciton committee on "Proposed
Format for Subﬂission of Clinicol Data,” alsec known asg the Haorter
Proposal. This committee was composad of B. Brown, Jr., A. Feinstein,
M.D,, A, Itkin, J. Mausner, M.D., M. Schneiderman and 5. M. Free.

In 1978, several meetings were held with Joseph . Dvnﬂan Ph.D.,
then Deputy Director for Statistical Policy, Office of Management
and Budget and his staff regarding the use of statistics by Federal
Regulatory Agencies.

The Subsection has appointed special committees to respond to three
Federal Register notices. General Statistical Guidelines for Sub—
misgtions to the FDA was complered in 1876. (D. Salsburg, Chair,

J. dgsenzo, J. Delani, X, Enslein, S. M. Free, M. Hearron, G. W. Williams).

This project was started after a specifie reguest from Dr., Dubsy of
the FDA Bureau of Drugs following a Subsection sponsored session
during the spring meetings in 1978, Also in 1978, there was an
official response to the Good Laboratory Practices notice., ((. Hajian,
Chair, J. L. Ciminera, D. W. Caylor, A. J. Gross, D. 5. Salsburg,

P. G. Sanders). In 1877, a reply to the Proposed Clinical Investi-
gations Regulation wos submitted. (J. N, Arvesen, Chair, W. Arrington,
J. Bektel, K. Fazlter, S. M. Free, E. Gehan, L. Ott, H. . Swesney!.
The availability of these dormmenvs has besn advortzbed iy AMSTAT Rew
and through announcements at Section and Subsection BusSiness Meetings.

In 1876 and 1877, the Subsection expressed its support for the con-
tinuation of the Biostatistics and IEpidemiology Methodology Advisory
Committee of the FDA by addressing a letisr to the Cormissioner of

the FDA with copies to Chief, Epidemiology Branch, Division of Heart
and Vascular Diseases; Chief, The Bicmetry Branch, Nationcl Institute
of Environmental Health Sciences; Associate Director for Field Studies
and Statistics Program, Nz tional Cancer Institute; and Director, Ofjice
of Federal Statistical Policy and Standards.
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In 1878, the Director of Staiistics, FDA, requested thut the
Ameriean Statistical Associgtion and the Biometria Society

grve the FDA suggesitons of statisticians whe could be ap—
pointed to each of the 13 medical advisory committees {(The
Biostatistics and Epidemiology Methodology Advisory Committes
having been abolished). This task was assumed by the Biometric
Section and the Biopharmacewtical Subsection. Primarily through
the efforts of the Biopharmoceutical Subsection representatives
to the Joint Committee which was formed, the initial task has
been completed., Activity and commmication, however, are con-
tinuing.

2

Produce saparate publications, either as monographs or periodical
bulletins or journals as needed, with the approval of the Board of
Directors of the Association.

To date, the existing asscciation publicatione have been adequate
and have been used both for reporting activities of the Subsection
and for publishing special papers (See above).

Aid by whatever special ways are appropriate, the general development
of statistics and of the American Statistical Association.

This is in fact, a general statement of all the specific ideas
mentionad above.
. D

Assist in the development of curricula and training programs for
statisticians planning to consult with Human and Health Care Scientists.

The Subsection has encouraged the establishment of internships
for students and applications area experisnces for facult

lso, many members of the Subsection are actively Tmvolve
the visiting lectureship progran.

s
Y.
d in

T ey

Provide continuing education for members of the section through
workshops and sections at National meeiings,

See attached listings of previous sessions.

Serve as a resource for public and private groups and agencies with
interests in fields of human and animal health.

Conduct and participate in other programs consistent with the scope
stated above, in cooperation with other segments of the association
vthere appropriate.

L and m are general statements supported by comments above. _J



1978

1977

1976

1875

1974

ANNUAL ASA MEETINGS

Clinical Trials - Central Nervous System Diseases
Chair - C. M, Metzler

Speakers - J, Feighner, M.D.
B. Collins, Ph.0. - psychology
G. Schaoley

Clinical Tria?s - Apti-inflammatories and Analoesics

Chair - L. Burmeister
Speakers - M. Weintraub, M.D.
A, L. Gould

F. Nordbrock
Discussant - R. Cornell:

Clinical Trials of Drug Combinations

Chair and
Biscussant - L. R, Buncher
Speakers - P, Feigi

R. F. White
R. Bechhofer

Some Consequences of Testing Drugs for Carcinogenicity

Chair - D, Salsburg
Speakers - F. Stenbeck, Ph.D. - toxicology
S. Young

Also D. Gaylor, R, Teichmann and G. Hajian discussed inter-
action between statisticians and toxicologists.

Interpretation of Laboratory Data
Chair " - M. S, Hearron

. Socbota, M.D.

Speakers - T
M. Beckte]
L
L

. Gould
. Blickstein

Consideraticns and Analysis of Multiclinic - Multi-investigator
Trials

Chair ~ J. R, Assenzo
Spezkers - C., Anello

S. M. Fres

B, Rodda

G. L. Schooley

A
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1989

1968

1967

Multivariate Methods in Drug Evaluation

Chair

Speakers

L]

Discussant

Pharmacokinetics
Chair

Speaakers

1

Discussant

F. Bray

Morrison
Jenson
Jenden

%0 B v 2w B o B e 4
) .

L]
=z Gmm
»

Frae

L. W. Dunnett

C. M. Metzler
C. F. Evert
F. Muelier

J. 0, Haynes

Planning for a Clinical Trial

Chair -
Speakers -

Multivariate Analysis

R, D. Remingtcn

J. Parkhouss, M.D.
D. F. Bray
J. Silson, M.D.

J. A, Hagans, M.D,, Ph.D.



1978 Statistical Guidelines for Submissions to FDA: A Panel Discussicn

Moderator - ¥, J. Crandal]

Panelists - D, Salsburg
Jd, Detani
W. Stoboda, FDA medical review officer
8. Dubey

J. R. Assenzo

1875 Toxicity in Long Term Animal Studies
Chair ~ R, Condon
G. Hajian
Speakers - M., A, Gross, DVM
J. S, Winbush
D. Gaylor
J. F. Pauls
1974 Ho Session allotted
1973 Uptimum Drug Use Levels
Chair - R, L. Apnderson
Speakers -~ J, R. Condon
5. M. Fres
C, C. Miller
Discussant - €. R. Henderson
1872 Combining Data
Panal ~ Jd, Cornfield
P, Levy
P. Meier
M. Slack
C. Aneliag
1971 Jackknife Procedures .
1570 Two sessions held at the came time of but organized

separately from the regional mesting.
Design and Analysis of Blood Level Studies
Chair ~ R, Rs Gauch
Speaker = Cu M, Metzler

Discussants- 2, D, Litt
R. P. Rathmachsr

Hew FOA Guidelines on Clinical Trials
Chair - C. Arelio

A
At



1874

1873

1972

1871

1570

Biopharmaceutical Topics
Moderator - d.
Participants -

J.
N.
P

Biopharmaceutical Topics

Moderator - .
Participants - K,
M.
S.

Statistical Applications

L. Ciminera

E. Grizzle
L. Johnson
Mejer

L. Ciminera

Fnslein
Schneiderman
M. Free

in the Pharmaceutical Industry

Moderator - J, L, Ciminera
Participants. =~ N, Bohidar
S. Blickstein-
A, Itkin
Chair - (., Dunnett
Speakers - J, Schultz
C. Sampson
A. L, Gould

Statistical Applications

Participants - L.
R.
D.

in Drug Evaluations

Dunnett
Rathmacher
Salshurg



Appendix G: Scope of the Biopharmaceutical and Biometrics Charters

Scope of the Biopharmaceutical Charter (summarized)
a) Primary interests of the Biopharmaceutical Section:
1) The biochemical and physical sciences involved with drugs
and devices, discovery, formulations, product development
and quality control.
2) The biological sciencesinvolved in evaluation drug and device safety
and efficacy
3) Experimental human and veterinary medicine in support of therapeutic
drugs and devices.
b) In pursuit of these primary interests, the Biopharmaceutical Section shares with other Sections
and interests in:
1) The impact of federal policy on human and animal research.
2) Standards of design, evaluation, and reporting of biochemical, biological, human,
and animal health experimentation.
3) Basic hiological and mathematical-biological research.
4) Ethics related to human and animal experimentation.
5) Publication of research developments and resullts.
6) Continuing education programs.

The Biometrics Section Charter did not have a " Scope" section at the time of separation and for a
few years after (at least).

Herewith is a summary of their "functions’, at least up to 1985:

1) assist in the advancement of knowledge in the biological sciences including
agriculture, biology, health, medicine, and related fields by fostering their wider
and more effective use of statistical techniques;

2) sponsor al sorts of seminars and sessions in the fields mentioned above;

3) dstimulate articles and books on subjects mentioned in Item (1) above;

4) produce monographs or periodical bulletins or journals, as may be needed;

5) liaison with other groups where appropriate;

6) sponsor development of statistics; and

7) make the ASA better.



Appendix H: Listing of the ASA Fellows with Biopharm/BPSS Roots

Name Year Elected
Richard L. Anderson 1951
Jerome Cornfield 1951
David John Finney 1951
Paul G. Hoel 1951
H. O. Hartley 1953
Donald Mainland 1954
Wilfrid J. Dixon 1955
Bernard G. Greenberg 1959
Paul Meier, Ph.D 1959
James Durbin 1960
Samuel W. Greenhouse 1960
Max Halperin 1960
David R. Cox 1962
Marvin Zelen 1962
Fred C. Leone 1963
Donovan Jerome Thompson 1963
Spencer M. Free, Jr. 1964
John J. Gart 1964
Charles W. Dunnett 1965
Byron W.M Brown, Jr. 1967
Edmund A. Gehan, PhD 1967
Robert V. Hogg 1967
Richard B. McHugh 1967
William F. Taylor 1967
Lyle D. Calvin 1968
Richard G. Cornell 1968
James E. Grizzle 1968
William C. Guenther 1968
Paul D. Minton 1968
Irwin D. J. Bross 1969
Theodore Colton 1969
W. A. Thompson, Jr. 1970
J. Leroy Folks 1971
Dana Quade 1971
B. Leo Raktoe 1971
Ernest M. Scheuer, Ph.D 1971
Jayaram Sethuraman 1971
Satya D. Dubey 1972
Jean D. Gibbons 1972
Gary G. Koch 1972
H. S. Konijn 1972
Stanley Schor 1972

H. Fairfield Smith 1972



Edgar Bisgyer
Joseph L. Fleiss
Sam Hedayat
Virginia A. Clark
Wilfred J. Westlake
Barbara A. Bailar
John C. Bailar, 11l
Yvonne M. Bishop
David G. Gosslee
Regina Loewenstein
Anders S. Lunde
Paul W. Mc Cracken
Robert Parke

Richard E. Remington, 111

Jeanne C. Ridley
Sally S. Ronk
Richard M. Royall
Richard M. Scammon
Stephen M. Stigler
John Van Ryzin
Harry Weingarten
Victor Zarnowitz
David F. Andrews
Joseph L. Ciminera
John S. De Cani
Fred Frishman
David W. Gaylor
Charles D. Jones
Kanti V. Mardia
Jane A. Menken

R. L. Plackett

Des Raj

Dorothy P. Rice
Harry M. Rosenberg
Irving Roshwalb
Donald B. Rubin
Ray E. Schafer

Daniel G. Seigel, Sc.D.

Patricia O. Shontz
Ronald D. Snee

Paul Switzer

Kenneth T. Wallenius
Hans Zeisel

Meyer Zitter
Abdelmonem Afifi
Takeshi Amemiya

1973
1973
1973
1974
1974
1975
1975
1975
1976
1976
1976
1976
1976
1976
1976
1976
1976
1976
1976
1976
1976
1976
1977
1977
1977
1977
1977
1977
1977
1977
1977
1977
1977
1977
1977
1977
1977
1977
1977
1977
1977
1977
1977
1977
1978
1978



Joseph R. Assenzo
Robert G. Easterling
Janet D. Elashoff
Alan E. Gelfand

Professor Robert M. Hauser

Susan D. Horn
Kenneth C. Land
Carl M. Metzler
Krishnan Namboodiri
Gad Nathan

David S. Salsburg
John W. Van Ness
Donald G. Watts
John T. Webster
Allan H. Young
Dudley E. Young

D. Basu

Abraham J. Berman
Gouri K. Bhattacharyya
William J. Blot
Robert E. Bohrer

J. Douglas Carroll
Ana Casis

William Jay Conover
Frank T. Denton

Paul I. Feder

Polly Feigl

Lloyd D. Fisher
Martin R. Frankel
William J. Hemmerle
David V. Hinkley
William C. Hunter
Robert A. Israel
William J. Kennedy, Jr.
Carl F. Kossack
Mary Grace Kovar
Peter A. Lachenbruch
Robert J. Lundegard
William Mendenhall, 111
Toby J. Mitchell
Beatrice S. Orleans
David A. Pierce
Richard E. Quandt
Ronald H. Randles
Tim Robertson
Edward J. Wegman

1978
1978
1978
1978
1978
1978
1978
1978
1978
1978
1978
1978
1978
1978
1978
1978
1979
1979
1979
1979
1979
1979
1979
1979
1979
1979
1979
1979
1979
1979
1979
1979
1979
1979
1979
1979
1979
1979
1979
1979
1979
1979
1979
1979
1979
1979



James R. Abernathy
Lynne Billard
Christopher Bingham
John M Chambers
Otto Dykstra, Jr.

Paul E. Green
Chester W. Harris
David C. Hoaglin

M. Clinton Miller, 111
Jesse C. Arnold
David P. Byar, M.D.
Richard A. Kronmal, Ph.D
Theodor D. Sterling
Raymond J. Carroll
Carol K. Redmond
Mitchell H. Gail
Charles B. Sampson
James T. Bonnen
John A. Cornell
Charles E. Gates
Charles H. Goldsmith
Michael H. Kutner
Kathleen R. Lamborn
Judith Rich O'Fallon
Richard M. Simon
Daniel L. Solomon
Donna J. Brogan
Lynn R. LaMotte
Robert T. O'Neill
Gladys H. Reynolds
Wray Jackson Smith
Mary E. Thompson
Bruce W. Turnbull
Donald A. Berry
Walter H. Carter, Jr.
David L. DeMets
Joseph M. Gani
Thomas P. Hettmansperger
W. Michael O'Fallon
Paul N. Somerville
Muni S. Srivastava
Barry W. Brown, PhD
Charles C. Brown,w
Richard L. Dykstra
Robert E. Fay, Il
David F. Findley

1980
1980
1980
1980
1980
1980
1980
1980
1980
1981
1981
1981
1981
1982
1982
1983
1983
1984
1984
1984
1984
1984
1984
1984
1984
1984
1985
1985
1985
1985
1985
1985
1985
1986
1986
1986
1986
1986
1986
1986
1986
1987
1987
1987
1987
1987



Thomas R. Fleming, Ph.D

Roger A. Herriot
James M. Lucas
Robert L. Mason
James H. Matis
James H. Ware

Rita Zemach

David M. Allen

A. Lawrence Gould
Martha S. Hearron
Mark E. Johnson
Stephen W. Lagakos
Thomas J. Lorenzen
Thomas A. Louis
Robert B. Miller, Jr.
William K. Poole
Daryl Pregibon
Gerald van Belle
Willem R. Van Zwet
Stephen B. Vardeman
Sanford Weisherg
James V. Zidek

1987
1987
1987
1987
1987
1987
1987
1988
1988
1988
1988
1988
1988
1988
1988
1988
1988
1988
1988
1988
1988
1988





