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Preface

' When | told my friends (and anyone else who asked) about my
metastatic cholangiocarcinoma, it sparked requests for interviews
| about mycareer, beliefs, and outlook from several journals,

! institutions, and individuals.

' 1did i ke ‘on the spot’ i nterviews, CE¢€
 repeating myself for different interviewers, and was concerned that
" 1’d miss menti onainndg pienoppolret aimt ‘elvievre
So | made a countegroposal to these requests: send me your
guestions, and I 11 collate, combi
written responses to them. This document is the result.

My hero, Brian Haynes (he was onenof 'ment ees in 1972, and now |’
edit the emerging document. In addition, to make sure it is rational and coherent, he is part of

the group who have monitored my intellectual function along the way (because folks in the

end-stage ofmy cancer often develop Alzheimbke hepatic encephalopathy).

The interview questions fell into 2 series, e

An historic flow of experiences and progressing ideas
|. The Making of a Clinical Epidemiologist: 193967.

II. McMaster Medical School: 19671994.

lll. The Oxford Years: 1994 999.

V. Bak Home to Irish Lake: 1999

And a series of transcending matters:
V. My Career as a Clinician.

VI. My Career as a Clinical Trialist.

VII. My Career as a Clinical Epidologist.
VIII. Summing Up.

In whatever | have accomplished | am indebted to hundreds of students, colleagues, and
teachers, and my constant fear is that |’ ve f
help and friendship in this document. | dsk their forgiveness.

Finally, a few prior interviews might shed additional lightsaspects of interest:
1. A 19D oral interview about starting the McMaster medical school, taken 12 years after my
appointment as the Foundation Chair of ClinicatlEmiology and Biostatistics there. Source:
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McMaster University Health Sciences Library.

2. An interviewProfiling theEBM Marby an Oxford medical student. Source: Hobson J.
Profiling the EBM ma# Professor Sackett. Student BMJ 1998;6675

3. A 2009elevision interview, taken when | received the Gairdigightman Award. Source:
https://www.youtube.com/watch?v=Nbds2dFY0

4. A series of 2014 television interviews about the past, presewtfature of EBM, organized

by the British Medical Journal and the Journal of the American Medical Association. Sources:
http://ebm.jamanetwork.com/index.htmband http://ebm.jamanetwork.com/bios.htmiand
http://ebm.jamanetwork.com/extendeesackettl.html

5. A2015 interview by Alison Rose. (forthcoming)
Editor’s Preface

David Sackettreatedthe text of this interviewwith leaveningand editingfrom Barbara
Sackett, over a period of 124 days during the latter part of the course dlrfgiss with
cholangiocarcinoma. Dawert his responses to the final set of questions and edit$/ary 8,
2015 andwas admitted to hospital for endf-life care on May 11, dying on May 13.

David Sackett watruly remarkable by any measu@nd | feelvery fortunateto havehad his
teaching, mentoring, collaboration and friendship from the beginnihmy career. Many can
say the samgas a key facet of his genius was engaging others imiksionof finding and
disseminating scientifically robust answers to questions about the cause, diagnosis, course,
prevention and management of health problems.

If there are any questions arising from the text, | would be happy to try to answer them
(bhaynes@mcmaster.gabut please bear in mththat, except for this prefacdjusttook care
of the commas ad formatting virtually all the facts, wisdom, and words are vintage David
Sackett.

Brian Haynes
McMaster University
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Career Thumbnail

David L. Sackett OC, FRSC, MD, MDHC, ScD, FRCP (Canada, London, Edinburgh).
Professor Emeritus, McMaster University, Hamiltonta@o, Canada.

After training in internal medicine, nephrology and epidemiology, David Sackettimed the

term “clinical epi dcmér@yed?) gsthe boumding Cleaiy af @linicali s 1
Epidemiology & Biostatistics at McMaster Universits new medi c &karesrhéh o o |
began to design, execute, interpret, monitor, write and teach about randomized clinical trials,

an activity that continues to the present, some 200 trials later. Hisa8eer was dedicated to

developingandl i ssemi nating “critical appraisal”™ str a
he decided he was out of date clinically and returned (at ageid®jis &' career,to a 2year
“retreading” residency i n"adde qreersaverélargely | nt er na

clinical, as Physician-Chief at Chedok&cMaster Hospitals, and as Head of the Division of
General Internal Medicine for the Hamilton region. In 1994 a Chair was created for him at the
University of Oxford, where he took up hi8 @areer as foundation Director of the National

Health Service Research & Development Centre for EvidBased Medicine, Consultant on

the Medical Service at the John Radcliffe Hospital, Foundation Chair of the Cochrane
Collaboration Steering Group, anduralation CeEditor ofEvidenceBased Medicine Retired

from clinical practice in 1999, he began hifsc@reer by returning to Canada and setting up the
Trout Research & Education Centre, where he reads, researches, writes and teaches about
randomized chical trials. Along the way, he has published 12 books, chapters for about 60
others, and over 300 papers in medical and scientific journals.
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Section I: The Making of a Clinical Epidemiologist: 1934 — 1967
Chapter I-1: Where did you grow up, and what were you like as a kid?

Born in 1934, | grew up in a small, semmial suburb of Chicago, thé®3on of a bibliophile
mother and artistdesigner father. | remember our large Victorian house as filled with love,
neighborhood kids, border colligbagpipe and classical music, and books for every age and
interest. My eldest brother became a Madison Avenue publishing magnate and‘ttee Qtone
Age archaeologist who became Chair of Anthropology at UCLA.

Because everyt hi ngd liergoyed friendshzs with bdthdlack and whiter e Kk i
kids in our integrated schoolbut raised no objections to my :

hometown’s racially segregat ed™s
I look back on my childhood as a happy time in a happy family. )

| was a prototypical geek: far taller and skinnier than my classmatee(
my baseball aspirations shattered by monocular vision from severe oy e
amblyopia, my shyness exacerbated throughout 8 years of dental
braces, and out of commission for half of my"j&ar frompolio and
a postpolio leg contracture.

In retrospect the polio was a blessing, for not only did my forced ini
inactivity create a lifdong voracious reader, but my subsequent rehawu
included running which, as it improved from grotesque to merely urigawon me spots on

my high school track and cressuntry teams, my *Lrich and lasting friendships, individual and

team trophies, recognition by schoolmates, and increasedcseifidence. | even received 2

ni cknames: “Sack” fHeoamp "myf rfam emyd sc,r casnsd c‘oluthret r vy
finished most crossountry racesafter crashing at least once).

An enthusiastic student, Il I oved scho
and punning about it, especially in class, especially when | was segpo

be silent. After banishing me to the hall for much of grade 2, my teacher

told my mom “Your boy will wind up ei
or hung in a village square.”
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And the Dean of Boys at my high school complained that itdifésult to consult my file when
recommending me for academic awards because m

My predilection for marching to a different drummer also emerged around this time. The

church my family attended delayed baptismtiladolescence, and thus offered me the

opportunity toredressmylonpel d grudge t hat | hadn’'t been g
Both my brothers and everybody else in my confirmation class had one, and a Catholic chum

even had 3! | began to ruminat&er a perfect one for me: as it happened (or, as Vonnegut
subsequently wrote, as it waseantto happen), my oldest brother was a freshman at

Lawrence college, and the current damsel | was unsuccessfully trying to impress had a little

brother named Larry Accordingly, when our minister approached me with the holy water and

whi spered, “What’'s your nadawenceSmy ksedrt,”” aln db lwars
baptized thus. My dad was quietly amused, my brothers found it hilarious, and my mom

wo ul d rakto mesfqr weeks.

My childhood interest in performance music saw me through piano lessons (where | was more
interested in my teacher’s goiter and stridor
our grade school orchestra, playing a rhythoitar in an unsuccessful high school band, and
throughout all these-singing (1' as the youngesever member of the SPEBSOSAd later as

the leader and baritone of a locally popular barbershopige Mellowtones and a Monotohe

In my enthusiasm folearning | completed high school a year before my mates
but, at 16, | felt too young to go away to college. So | stayed on another year,
(¥ = taking enough science and choir to maintain my eligibility for the cross

r country and hakimile teams. When | won@mbined academic scholarship
and parttime job from a college in upstate Wisconsin at age 17, | headed
north.

5

lSociety for the Preservation and Encouragement of Barber Shop Quartet Singing in America.
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Chapter I-2: Tell us about your college education, what you learned there that you used later,
and how it led you to choose a medical career.

All 3 Sackett boys (and their wivesbe) attended Lawrence College, a small (750 students)

‘“l gnrdant’ school i n Appleton, Wi sconsin. Not e
education (its -y ear *‘ gr eat b o ok s Repob&ur sM2onipmst uded Pl a
Manifestg v 0 n BEasandHudkleb®rry FinnHarvard recruited our president to become

theirs during my freshman year.

The f'thing I learned there anticipated the decadieser findings of cognitive psychologists

about ephemeral shortterm memory, vital longerm associative memory, and the futility of

trying to transfer the former to the latter by underlining textbooks, borrowing notes from
classmates,andalii ght cramming (that | esson cost me a

The2™ complementary thing | learned was that, by recreating in my own words, drawings and
diagrams the lectures, texts, microsceslides and dissections | encountered in a course in
vertebrate embryology and morphology, | achieved the transfer to-teng associative

memory that brought not only great enjoyment

From coll ege onwards | ’'ve taken the sophistic
broken them down into bits that are so small and simylattl can grasp them individually. |

then reassemble the bits that build on and enrich each other in asiep fashion and

describe them, applying the elements of style of Strunk and \WHite editorial lessons |

learned on my T sabbatical in 1974 from David Sharp when he was Deputy Editor of the

Lancet, and a sense of humor nourished by Kurt Vonnggiti Q& / NI} Rt S { f I dzZa3K{
Breakfast of Championand beyond). The resulting talks, essays and books are clear enough

for even a schoolboio understand simply because they have been prepared by a perpetual
schoolboy.

In my 3%year at Lawrence | began to think beyond individual courses to eventual careers, and

was torn between field zoology (the sea lamprey had migrated up the St. Laweedeeimate

Great Lakes fisheries, and | was absorbed in studying the behavior of one | had captured) and
physiology (beginning with the fascinating properties and power of osmosis, and progressing to
intriguing surgical dthe pxpasurenceonintesestinrstatigtias; amd i os i s
none to epidemiology or RCTs beyokidowsmittr.

From discussions with my teachers and friends | realized that | could extend my interest in
physiology to not only better understand it, but also to combatderangements in disease, if |

*Norman GR, Sackett DL. Clinieiaalist rounds: 24. Modernizing your introductory graduate course in clinical

trials. Part 1: Commonsense meets eviderekn Trials. 20141:68%4.

®Strunk W, White B. The ElemewtsStyle. New York: Macmillat972.

i'n Cat's Crath¢atomct hembFawhamrey qoditerdt:i $tA who cgead dn’ t ex
old whathewasdong was a charl atan.”

5Originally published in 1925, it is now availablelaswvis S. Arrowsmith. New York: Penguin Group, 1998.
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became a physician. Barbara Bennett agreed to join and support us both in this adventure, we
got engaged, and | started looking for a medical school | could afford to attend.
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Chapter I-3: Tell us about medical school. What happened there, and how did it shape your
later career?

There were five 4ear medical schools in Chicago in 1956, each carrying a nickname that
described not only its students but their overwhelming male makeup (my entering class of 182

included justGvo me n ) . Nort hwestern wasStrtchvwastheRi ch boy
“Catholic boys’™ school,” Chicago Med was the
“Genius boys’ school,” and the U of Hlllinois

sought a scholarship at the U of lllinois. | was successful, reduced my tuition and fees to $500
per year, and began my medical studies.

In those days the®lyear of preclinical courses (anatomy, histology, biochemistry, and
physiology) were notoriost f or ‘“ washing out’ | arge numbers ¢
t hat Barbara and | had previously decided to
succumbed to that % year. She returned to her home in Minneapolis, and after learning

typing and speedwriting, she so impressed the group of surgical and autopsy pathologists who

had recruited her as a medical secretary that they financed her additional coursework in

anatomy and medical terminology.

For my part, | applied my collegeerfected straegy of transferring shortto longterm memory

(at least long enough to do well in final exams) bywréing and redrawing the contents of

every course in my*iyear. Thisrequired 8Bour d-ayght embsl on Thursday
conf i ni n-gftérBaturbaly nights (40 years later, the contrast with the far healthier,

but equally efficacious study schedules of my McMaster and Oxford students was unnerving). |
earned high grades, but although | shared mywries with my 2 roommates, 1 washed out

and the other had to repeat the year.

We married shortly after that®lyear ended, and not only did Barbara
obtain a steady job in the universi
Pat hology but, as a r-eesdddomwef lwat e
safe apatment in the slum that surrounded the medical school (it was

a dangerous neighborhood, and 1 nebaur a neighbor rescued

Barbara from an attempted kidnapping in front of our building). We
survived on Barbara’'s salakipyg and he
to budgets, augmented by the $500 | earned in rffyy8ar as an

anatomy ‘prosector (entering the g
and Thursday nights and carYying ou
year students to replicate the following mornings)d similarsized

summer research stipends. Barbara stopped working at the start of

my 4" year (just after we exercised our eligibility for dddroom flat)

when we welcomedthe®lo f our 4 sons, and | supported our
running an emergency room andbed overnight ward for 5 nights and 1 weekend a month at a

large steel mill, across the state border in Indiana.
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The 2° pre-clinical year was less stressful to us survivors, despite a fearsome course in gross

and microscopic p#blogy from a department that focused our attention wonderfully by giving
us ‘-dtyle exarhs’every 2 weeks.

It was in my 2 year microbiology course that Dr. Robert Pumper, a virologist, began stopping

by my lab bench and talking with me, not jusioaib microbiology, but about my career

directions and aspirations. When | expressed my interest in tissue culture, he gave me space
and my own equipment in his lab, taught me the relevant theory and practice, and arranged a

summer fellowship for me to teshy idea (generated during my visits to a sanitarium for

children with fulminating rheumatic carditis) of developing a line of mouse myocardial cells that

might react selectively with serum from children with acute rheumatic fever. Along thebray
Plumpe regularly tested my ideas, methods, and career aspirations, protected me from his
Chair (who disliked medical students), brought me into the final steps of his novel work in
growing vaccinia virus in serufree media, and awarded me junior authorship thie resultant
report inNature®. Thus, | had my™experienceifb¢ KS LINR OS&448 6KSNBo @&
regarded, empathetic person (the mentor) guides another [usually younger] individual (the
mentee) in the development and-examination of theiown ideas, learning and personal and

LINE FSaaA 2yl tthatRs8 w@a&d Iadr)BigsniSPraus and | would explore in a sextet of

ClinicianTrialist Round# the journalClinical Triafsand in our 2014 text on mentoring.

My 3% and 4" years of dhical rotations were both exhilarating and doubly disappointing. On

the one hand, Il Il oved working with and for

impoverished Cook County Hospital as they taught me the presentations and progress of
previousy untreated and often untreatable disease.

On the other hand, | was di smayed b y-clihicalw
years was useful to me at the bedside. Although bits of physiology and pharmacology were
relevant, even they were tgght in isolation, without clinical context. Justification for my
dismay arrived with the internist George Milterwho was just then setting up one of the

wo r | *tevesMetlical Education Research Units at my school. *Higidly administered the
1%'year anatomy final written exam td'% 39, and 4" year medical students, interns, surgical
residents, and attending surgical facultywas the only person beyond a felfy&ar students
who passed the exaifdue, no doubt, to my working nights as amagéomy prosector)! All my
classmates flunked it, but not as badly as tifey4ar students, who performed not as badly as

SPumper RW, Sackett DMultiplication of Vaccinia virus in serufree and serurrcontaining cell cultures.
Nature 1960;185:1234.

'Oxley J, Fleming B, Golding L, Pask H, Steven A. Mentoring for doctors: enhancing the benefit.
www.academicmedicine.ac.uk/uploads/Mentorl.pdf

®Straus SE, Sackett DL. Clinidiaialist Rounds-81 on the structure and function of effective mentoring:
Part 1: Why every cliniciarialist needs to get mentored. Clin Trials. 2011;8:765

Part 2 Linkage, resources, and academic opportunities. Clin Trials. 201230127

Part 3: The structure and function of effective mentoring: Advice and protection. Clin Trials. 201249: 272
Part 4: The essential attributes of an effective mentor. Clin Ti281%2;9: 367.

%Straus SE, Sackett DL. Mentorship in Academic Medichiehester: BMJ Books, 2014.

loRemembering George Miller. http://cores33webs.mede.uic.edu/dme/warp/bulletins/May99/george.html
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the interns, who performed not as badly as the surgical residents, who performed not as badly

as the surgical faculty. My skepticisimoait the readiness of basic science departments to

integrate their content into clinical context was cemented by the response of the basic science
Chairs to George’'s report: they i mmediately v
budget of hs Med Ed Research Unit!

My 2", and much greater, disappointment arose from the unsatisfying justifications | received
from my seniors for their therapeutic decisions. They ranged from:

1. That’'s how we’'ve always done it.
2. That'’'s howitl was taught to d
3. That' s how this month’s Attending Physici

4. That’'s how ‘the B-yelarkoel’d (eidni ttihoons eo fd aHyasr,r ias osn
Medicine) says we should do it.

5. That’' s how t he pat h takes @oussweeksfa fibcbuswssuesoh ou |l d
form a firm scar across a myocardi al infarct.i
6. That’'s how the ‘experts’ say we should do
required to maintairtheir proper brain perfusion, and lowering it will cause a stroke, so leave it

al one’ ) .

5. Don’t talk back! Just do it

This 2% disappointment primed me for caring for the patient who not only changed my
requirements for therapeutic decisions but alset the course for my subsequent career. As |
reported 50 years later in a contribution to the James Lind Libtary

GL o 38 3 NMAWISRAOFE &a0dzRSyd 2y | YSRAOFE 4 NRZ
KSLI GAGAEAQ oy2s OF f f &Ry céte Halpiederited avith lsavereantalaise) RY A (i
an enlarged and tender liver, and a colorful demonstration of deranged bilirubin metabolism

that made me the envy of my fellow clerks. However, after a few days of total bed rest his spirits

and energy returnednd he asked me to let him get up and around.

Ly G0KS mMdppndaz SOSNEBO2REe W{iySseQ (GKIFG &adzOK LI GA
damage, must be kept at bed rest until their enlarged liver receded and their bilirubin and

enzymes returned to normalnéd if, after getting up and around, their enzymes rose again, back

to bed they went. This conventional wisdom formed the basis for daily confrontations between

an increasingly restless and resentful patient and an increasingly adamant andpiediuting

clinical clerk.

We clinical clerks were expected to read material relevant to the care of our patients. | wanted
to understand (for both of us) how letting him out of bed would exacerbate his pathophysiology.
After exhausting several unhelpful texts, | tedto the journals. PubMed was decades away,

and the National Library of Medicine had not yet begun to help the Armed Forces Medical
Library with itsCurrent List of the Medical Literaturdonetheless, the Armed Forces Medical

Ysackett DL (2008). A 1955 clinical trial report thatngfed my career. JLL Bulletin: Commentaries on the history
of treatment evaluation\ww.jameslindlibrary.orj)
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Library directed me to a ation in theJournal of Clinical Investigatigback in the days when it

was a real clinical journalf.Reading this paper not only changed my treatment plan for my

patient. It forever changed my attitude toward conventional wisdom, uncovered my latent
icoy20fFaY> YR Ayl dzZadz2Ny GSR Y& OFNBSNIAYy 6KI G L

The paper introduced me to Tom Chalmers, who quickly became my hero and, a decade later,

my friend. Tom was a US Army gastroenterologist in the Korean War, and had bagomed

AY I YF22NJ 2dzioNBIF] 2F WAYTFSOGA2dzaQ KSLI GAGAA
conventional wisdom on enforced bed rest was keeping affected soldiers in hospital for about

062 Y2yiKa YR NBIldZANRY I | y2 YK IINIKAZY RNG 3 yO 2WD
manpower, along with more recent [shagrm metabolic] observations suggesting that strict

bed rest might not be as essential as heretofore thought, emphasized the need for a controlled

study to determine the safety of a moredial regimen of rest and less prolonged
K2aLAGFIEATII GA2Yy Dé

QYL 28Ay3 6KIFEG L AYONBlFaay3ate OFYS G2 NBO23IYA
allocated soldiers who met paefined hepatitis criteria at random either to bed rest

(continuouslyn bed, save for one trip daily to the bathroom and one trip to the shower weekly),

or to be up and about as much as the patients wanted (with no effort made to control their

activity save dhour rests after meals) throughout their hospital stay. The timeetovery (as

judged by liver function testing) was indistinguishable between the comparison groups, and no
recurrent jaundice was observed.

Armed with this evidence, | convinced my supervisors to let me apologize to my patient and let
him be up and abowts much as he wished. He did, and his clinical course was uneventful.

a® adzaSldzsSyid WOtAYyAOlIf O2dzZNESQ-Y& R 5NRENIOZNEAY |
guestioning conventional therapeutic wisdom, and offending especially thepmdialistavhen

they pontificated (I thought) about how | ought to be treating my patients. | had a stormy time

in obstetrics, where | questioned why patients with severeepl@mpsia received intravenous

morphine until their respirations fell below 12 per mindtgained unfavorable notoriety on the
YSRAOIT 41 NRX gKSNB L OKIffSyaSR | O2yadz (I yi
LI GASYGQa RAIFLAG2EtA0 o0f22R LINB&aadz2NE 2F mMup YY
LISNF dza A2y € ®

Tom Chalmers, along with Eddsr(who answered the question about whether diastolic blood
pressure should be ignored) and Archie Cochrane, became my role models.

In the year that the paper by Tom Chalmers and his colleagues was published there were only
347 reports of randomized tig Ten years later, after lots more clinical (internal medicine and

?Chalmers TC, Eckhardt RD, Reynolds WE, Cigarroa JG, Jr, Deane N, Reifenstein RW, Smigo&\WSDrevid
treatment of acute infectious hepatiti€ontrolled studies of the effects of diet, rest, and physical reconditioning
on the acute course of the disease and on the incidence of retapsd residual abnormalitiesClin Invest
195534:11631235.
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nephrology) and methodological (US Public Health Service and Harvard School of Public Health)
training, | began my*1RCT.
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Chapter I-4: Tell us about your internship, (1%) residency, and sub-specialty training. What
happened there, and how did it shape your later career?

Entering my senior year in medical school (19
encouraged to visit the prestigious internships in New York and Bodtthought | might
become a better consultant if | had the additional experience in surgery, obstetrics, gynecology,

emergency medicine, and even pediatrics provi
‘st r a Higéintérnalfmadicihe intarships were available at the fancy Eastern centers (1
of my interviewers dismissed rotating interns

rotating internship back home at the University of lllinois Research & Education Hospital.

My internshp met all my expectations. The surgical specialties gave me enough OR time to see
patients’ operative pathology and integrate i
associated imaging, and the surgeons were delighted to assign me the respiynaitalli

|l earning opportunity for sorting and managing
(calling “teaching consultations’ whenever I
fluids. The Emergency Room riffetestiatedpatentsand ght t h

the techniques of minor surgery, with quick access to the other specialties. Although our
intern’s schedule was rigorous (36 hours on,
camaraderie was high and an interdste loan of $900 from the Merck Drug Firm saw us

through the year and the birth of ou®son.

My medical rotation confirmed my career choice, and when my resident was off for several
weeks with pneumonia, the Chair of Medicine, Harry Dowling, promoted mesidentpro-

tem and, with close monitoring from him, let me run the service. Thus, | gain&thseator,

who helped me identify and confirm my interest in academic internal medicine and sponsored
me in my successful application for &ylear of medicatesidency at the U of lllinois Research &
Education Hospital.

Although my overall performance had been very good, | had also made mistakes for which |

learned to apologize to both patients and colleagues. The worst 1 (for which | also apologized

55 yeas later in the BM:) was failing to recognize thatthe hypere sonance t o percu
found in a young woman with a wheeze was, in
pleural effusion due to her lymphoma.

Medical Residents earned the princelyrsof $150 per month and, with another intereiee

loan of $900 from the Merck Drug Firm, carried our growing family through another year (our
2"%on was born on its®iday). And the reduced night call (1 in 4) gave us more wonderful
family time.

¥*sackett DLMy greatest mistake: Skoda's fool. BN004;329:1494.
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It was an exhilarating year, full of patienéntered learning enhanced by the slowly increasing

body of RCT evidence to inform my clinical decisions (but, alas, not enough to prevent disputes

with my Attending Physicians when | wanted to treat moderate an@seliypertension).

Among my emerging fascinations were renal countercurrent mechanisms anebatiolyte
balance, and | had just about memoriHoed D. A. K
fortuitous, then, midway through that year, to be pagdsy Robert Kark, the brusque Chief of

the HepatoRe nal Service who' d c ar&ysting sione amad4yearth e n | '
med student, calling me to his office with a
career that outm Tonlcedinegm' tabknow that he'd bece
an intern and medical resident, and was 'gginacked’ when he offered me a sspecialty

resident post and a National Institutes of Health Research Fellowship for the following year. The

fit with my growing interest in nephrology and renal physiology was perfect, and by accepting

his offer | gained my"3mentor.

With my salary tripled and nighdall eliminated, we moved to a suburban townhouse and
rejoiced in a more normal family |#gtyle and the ' of our 6 family dogs. The HepaRenal
Unit was an exciting and international place, staffed with bright German basic biochemists,
superb UKirained South African clinicians who had recently introduced percutaneous renal
biopsy to North Ameca and taught us how to perform them, a brilliant Italian pathologist who
introduced us to their improved interpretation through thsectioning, and a bright, collegial
gang of Fellows from Peru, Quebec, South Africa, and the US. Clinicahetabblicpractice
was both fascinating (including serving a full clinic of patients with Wilson's disease) and
frustrating (although we could meticulously follow the pathologic and clinical course of the
hundreds of lupus nephritis patients who came to us for htipre were no modern drugs or
RCTs to guide our offers of therapy, and we agonized over their rapid deterioration on high
doses of prednisone).

Our Fellows' joint project was the introduction of hemodialysis to Chicago, and each of us
pursued our indridual research interests as well. | combined my interest in renal tubular
physiology with my cystinuria by attacking the tubular resorption of amino acids. | immediately
confronted a major bottleneck in the time and effort required to identify whichramacids

were failing to be (normally) reabsorbed and therefore appeared in the urine: in those days it
took 2 days of &lirectional paper chromatography of a patient's urine to identify them. 1
wondered whether replacing the passive migration of amindsm chromatography with

their forced migration along an electrical field might speed the process, and succeeded in
shortening their 2day identification to 2 hours.

On the basis of this success, my mentor encouraged and sponsored me for a movéltbl the
for a PhD and a career in renal tubular transport. | was drafting my PhD proposal in October

“Black DAK. Renal Disei Philadelphia, F.A. Davis C1962

'® Sackett DL. Adaptation of monodirectional higitage electrophoresis on long papers to the rapid qualitative
identification of urinary amino acids. J Lab Clin Med. 1964;631306
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1962 when Russiantercontinental ballistic missile$GBM3$ were discovered in Cuba and the
U.S. government immediately began drafting my generation of iptayss for 2 years of
national service.

At a stroke, my circumstances had radically changed. An external event over which | had no
control had closed my chosen career path, at least for the next 2 years. Looking back 50 years
later, | reread the philosphic debate on whether changing circumstances make the person, or
whether changing circumstances reveal the person who was already there. In retrospect, given
the often radical differences between my multiplgles(in rough chronological order: renal

tubular physiologist, classical epidemiologist, clinical epidemiologist, foundation Chair and
curriculum designer at a new medical school, clinical trialist, designer and chief of a graduate
program in clinical practice research methods, expert in medicatererence, ‘critical

appraisal' developer and author, Chair of both the opening and final (clinical) phases of a
medical school curriculum, ‘retreading’ medical resident, physician in chief at a university
hospital, chief of general internal medicine foreggion, designer and chief of an advanced
medical residency program, foundation Chair and developer of a UK/European Centre for EBM,
developer and host of an international residential series of clinical epidemiology research
workshops, and author of a ragar column for cliniciaftrialists in a leading clinical trials

journal),all of which | enjoyed and succeeded in, | guess they 'revealed the person who was
already there'

In 2 further events over which | had no control, the government allocated mieetdJt S. Public
Health Service (USPHS), and the medical resid
along with his boss, Wari+#&én Wipnlkdelmstodiomi snt. wh
for a USPHS recruit to join his unit at tHer@ic Disease Research Institute in Buffalo. We both
successfully petitioned the USPHS, and Barbara and | and our 2 sons moved there in July 1963.
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Chapter I-5: Tell us about your time in the U. S. Public Health Service. What happened there,
and how did it shape your later career?

Mi stakenly fearful about moving frominhhe *fri
1963our family of 4 settled quickly into a manse in a welcoming eastern suburb of Buffalo. The
“bkE’'g cl as s i c agroupéere, l@dcbpnWarenoAgnkelstein Jr, had just entered the

analytic phase of their large, populatidrased hypertension survey, and by adding me to the

team analyzing these data, gently introduced me to the strategies and tactics of descriptive and
analytic epidemiology and frequentist biostatistics. Michel Ibrahim arrived a few months later

with his fresh epidemiology PhD, Bill Elsea emerged from the Peace Corps to take a senior post

at the health department, and we and our families began a warnmdiséip and mutual

education that continue to this day.

The team pointed me to a pair of textbooks that would help me understand the relevant

met hods. | had trouble getting excatheugh over B
he proved a wonderful m&or 4 years later), but loved the clarity and friendly style of Austin

Br adf o r"ckditdn of HisPriscipies of Medical Statistiéswhich by nowincluded a

riveting section on clinical trials, ardhortly thereafter—his seminal paper on song out

causation vs. associatith

Fearful of losing my clinical and bench research skills, | also sought out the Chair of the
Department of Medicine, Evan Calkins, and he responded with great interest and generosity
(foretelling his mentorship during mgnmediate postUSPHS career).

| experienced 2 related revelations during thay@ar tour of duty. First, my bench research

into the tubular transport of amino acids (°‘t
began to lose its excitemerind bedside relevance to my' fove of clinical medicine. Second,

and in parallel, my growing understanding of the strategies and tactics of populatiented
epidemiology and biostatistics made me wonder whether they might be redirected to individual
patient-encounters and improve my diagnostic abilities, my prognostic predictions, and my

selection and application of therapeutic interventions.

These | atter wonderings received a huge boost
applying Boolean gkbra to the diagnosis of acute rheumatic fever in my latest copy of the

New England Journal of Medicifie | wrote him a fan letter explaining my embryonic ideas,

and his encouraging response initiated an association, friendship, and occasional caiteborat

that survived for 30 years.

®MacMahon B, Pugh TEpidemiologic MethodBostonLittle, Brown, 1960.

" Hill AB. Principles of Medical Statistic8.eglition. London: Lancet, 1961.

8 Hill, ABThe environment andisease: association eausation?roc R Soc Med 96558:295-300.
PFeinsteinAR.Booleanalgebraand clinicaltaxonomy:l. Analyticsynthesisof the generalspectrumof ahuman

diseaseN Engl J Med. 19639:92938.
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War mly wel comed into Warren’s team, as we ana
opened my eyes to defects in the precision and accuracy of blood pressure measurement

(including dramatic endligit preferences) antlow to overcome them with randorero
sphygmomanometers, lessons | applied 29 years later when | launched The Rational Clinical
Examination in JAMA And, as my mentor, Warren guided me as | tracked down, appraised,

and described the determants of aoric atherosclerosfs.

Warren taught me a crucial lesson in the manners and style of manuscript review when he
askedmetoca ef eree a paper he’d been asked to asse
style Id |l earned f r oownpkkamswork, dputVareenseit,r evi ews
unedited, directly to the authorsThey wrote back, thanking me and agreeing with my

criticisms, but asking me why | needed to be so nasty, disdainful, and condescending in my

choice of words. | was mortified, andtronly apologized but radically revised my approach to
subsequent manuscript reviews:

1. | began to state my concerns in the form of direct questions for the authors, not
conclusions for the editors (“ls it possib
have biased your conclusions about efficac
about the possible effects of selective withdrawal of participants on the validity of the
entire study. ")

2. Thirty years before it became common practice, | sent & ajpghese questions (but
not my overall conclusion) directly to the authéts al ong wi th the req
| ve been unfair, or have sifAply missed t

u e
h

I mai ntained my clinical sdening tlisic: dpgakingwithk i ng i n
examining, and ordering and interpreting a host of tests among the elderly for the early

detection of possible diseases. But as | lessened my ignorance about the natural history of the
chronic diseases | was pursuing, andtea more about the power of the RCT to distinguish

useful from useless or even harmful interventions for them, | became increasingly sceptical

about what | was doing. With permission and encouragement from its director, | carried out a
primitive (by Coctane standards) literature review, on the basis of which the clinic was closed,

and | embarked on a decadésng scrutiny of whether screening and early diagnosis did more
harm than good* %

| came to realize that Buffalo was the early stamping groonddme of the leading North

sackett DL, Rennie D. The scienddefart of the clinical examinatiodAMA. 1992;267:2652.

2lsackett DL, Winkelstein W The epidemiology of aortic and peripheral atherosclerosiselective review.

J Chronic Dis. 1965;18:795.

A practice that got me fired by a few journals antbithe 1™ of several arguments with Arnold Relman at the

New England Journal of Medicine.

% This 2°element rescued a revised Ms. from Hal Sox when the editors mistakenly sent me his original Ms. instead

of its revision. When Hal received his copyofdify evi ew regretting that he hadn’t
Il d asked earlier, he telephoned me and we rescued his
23ackett DL, Holland W\@ontroversy in the detection of diseadeancet. 1975;2:359.

SEarly Diagnosisn: Sackett DLHaynes RB, Guyatt GH, Tugwell P. Clinical Epidemiology. A Basic Science for

Clinical Medicine, " Edition. Boston: Little Brown, 1991.
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American epidemiologists and statisticians, and Warren (who went on to a Chair and the

Deanship at Berkeley) introduced me to them and helped me benefit from their works,
friendship, and *‘f at he rslaboutdlidicaliemdeniologys Inhis dev el o
early 30s, Abe Lilienfeld (later named “the f
epidemiology) had generated a standardized questionnaire that afterward captured the
sociodemographics, environmental and dietary esgres, and health habits of every patient

admitted to the Roswell Park state cancer hospital there. Milt Terris, the physician

epidemiologist who later was Chair of that department at the New York Medical College, had

been in Buffalo in the 1950s andiiatiuced a problerbased epidemiology course for its

medical students. Shortly before my arrival, Irwin Bross (previously a key contributor to auto

crash injury studies) came to head the Biostatistics Unit at the Roswell. And the statistician

Marvin Zelenlater Chair at the Dana Farber Institute and the Harvard School of Public Health,
arrived for a decade in Buffalo just as | returned there from my year in Boston.

Warren took me to annual epidemiology meeting
(Jerry Stamler, Al Tyroler, Walter Holl&hdBill Miall, Stoney Stallones, Bill Kannell, et al) and
added me to their “round table’” |l unches, dinn
cardiovascular epidemiology meetirfgs | was stunned by how roh friendlier and supportive
people they were than the academic medical ‘g

research (meetngsantic City’)

I n a splehdyd ofrimphéorship, Warren | inked me
Liienfeld” s exposure profiles on every admissi i
Pickren, their autopsy pathologist. Because Roswell patients gave consent for their autopsies

on admission, John was able to remove, grade and freeze the aortasrgf@atient who died

there. We quickly realized that we could usefully describe the relationships between smoking,
alcohol, and aortic atherosclerosis, and my new friends generously appointed me Principal
Investigator of the effort. With a delightful odination of good science and great collegiality

(a lesson for the future!), John happily and reproducibly graded atherosclerosis severity (blind

to questionnaire results) on an ordinal scale that Irwin patiently and generously taught me (via

“r i di togran3fornito imterval data of far greater discriminatory muscle. We submitted

its positive results to the New England Journal of Medicine, and my education was further

enhanced when its Editor in Chief, Franz Ingelfinger, appointed himself its refedegpened a

series of rigorous but friendly exchanges with me about how to improve its clarity and

presentation. Intrigued by the usefulness of scale transformation, he had me write an

accompanying educational editorial about that, and closed our cpomedence with a

%t was Walter who nominated me for my Chair at McMaster.

' These were the days before epidemiology was recognized sefalaliscipline by the big academic cardiology

centers, and smoking was still rampant (especially among statisticians). We met in the dead of winter in Chicago

(Bill Miall regularly sportedfrodt i t t en ear s by meetings’  ddowndvhpenheand Jerry
introduced a motion that smoking (which often obscured slide presentations) not be permitted during scientific
presentations.
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beautiful, brief not e ®isteBdy ®go. Beadikirbedlastnightt hi nk
and didn’t f al [|-publisatio; drgft.of’this pgpér that satisfied the spientsts
at McMaster that | might be worth #nrisk of an appointment.)

Bytheendofmy® ear USPHS appoi ntsmwenn tt oweo udr afdadneid ya, 3a
planning the next phases of my search for a career as a clinical epidemiologist. First, | wanted a

final year of clinical traininginnt er n al medi ci ne. Second, I  wan
|l earning’” in epidemiology and biostatistics,
computers®1 went to Buffalo’'s charismatic Chair of

the former.

Evan reinforced the friendly encouragement he

already recruited a Chief Resident, and offered mé&%acmbined cliniciaeducator post

(*Chief Teaching Fellow’”) that bwoalsolwduldieobt onl y

me explore how | might inject my evolving ideas about clinical epidemiology into patient care,

bedside teaching, grand rounds, and the morning report. | decided the appropriate sequence

was clinical T, followed by classroom, acceptélv an’ s exci ting offer, anct
mentor.

#sackett DL, Gibson RW, Bross ID, PickreiRdlation between aortic atherosclerosis and the use of cigarettes
and alcohol An autopsy studyN Engl J Med. 1968;279:1428.

*The Harvard School of Public had a single, Hollerith card, Faftigen computer at this time, and the PC
woul dn't be available for another 15 years.
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Chapter I-6: Tell us about that 3" year of post-graduate clinical training in Buffalo. What
happened there, and how did it shape your later career?

My19656 6 year as Chief -Gehchmedi €el |l ows( d&npperf
Buffalo consolidated both my clinical training and my aspirations for becoming a clinical
epidemiologist. We continued to live in the manse, and we completed our family witrsar

and a German shephemtossa pair of rabbits, and asheiti ved cr ow. > d main
clinical skilsintheweh gi ng cl inic | served during my 2 Ve
with all the clinical journals, so bedside rounds and discussions resumed seamlessly.

Iworkedwi t h a very bright and energetic group of
schools) and an outstanding Chief Resident, C
stationed at the Buffalo General Hospital downtown, | also attended grand rcairttie

Roswell Park State Cancer Hospital across the road (where James Holland had initiated historic,
heroic treatments for childhood leukemia) and the Buffalo Veterans Administration Hospital

out near the University.

By chairing *‘ mourmddinagirpatiens bidemtified thenmost promising

opportunities for bedside and smajloup teaching. For the former, | tried out tactics for

identifying, understanding, and correcting observer variation and disagreements in the clinical
examinaton (e.g., retinal vein pulsation as an indicator of intracranial pressure); and for the

|l atter, challenging the *‘complete history and
physical exam before taking the history, and by providing us withtolye pat i ent > s «c hi
complaint, constructing a differential diagnosis list, and then arguing about the best, next,

single piece of history, physical exam, or laboratory evidence that would shorten that list.

Not all my educational efforts were appropriatd o teach my housestaff to avoid costly but
unnecessary | ab tests, at 1 of thei rofdfegrand r
care he had given a terminal cancer patient who was-t@dwn to our service. After praising

his compassionate a r e , | took a strip off him in public
on the patient’s |l ast day. I took him aside
me for months thereafter. Although lots of senior clinicians still practieed ucat i on t hr ot
humiliation®®, | rejected it from that day forward.

Evan Calkins gave me a book for Christmas that secured my interest in clinical epidemiology. In
Controversy in Internal Medicirig, clinical experts of the day (including Evan) peiodf to

debate each other about whether or how to treat the major maladies of the day. It solidified

my dissatisfaction with the standards of evidence practiced by my betters.

The book’s introduction admittedhefatteemgns obl em
that in the practice of medicine strong opinions are held and taught in the absence of adequate

*Detsky AS. Thart of pimping. JAMA 2009;301:137%B1.
31Ingeh‘inger FJ, Relman AS, Finland M, eds. Controversy in Internal Medicine. Philadelphia: Saunders, 1966.
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data, and to discourage open controversy in such areas is to gloss over their foundations of
ignorance.”’ On t he soatnhte rr ehaadn dmy 1mipnodt ewnhteina | h e
in an era when medicine is trying to take the
of approach, control, programming and experimental desigis is the precise moment when

this sort of promulgatiom f pr ej udi ce s.eems unfortunate.

And my hero Tom Chalmers, in commenting on the evidence presented by the proponent and

opponentofbloodl et t i ng for hemochromatosis, exposed
“Each has nat urclwhlctybest fitsthis tthesis ratieer thaa that vahich does not.

About 10 per cent of the references are in bo
had just committed that same sin in my recent

atherosclerosi&. | vowed both to mend my ways and to seek a formal education in applied
research methods.

My increasing interest in and excitement about applied clinical research was matched by a
corresponding decrease in my attitudes toward my basicheresearch into amino acid
tubular transport. Finally, recognizing that m/lave of bedside clinical practice would
enhance the former but retard the latter, | shut down my lab.

Barbara having announced, “ On eplomed seeeray ear of s
graduate programs, settled on Harvard, and won admission to their School of Public Health.

325ackett DL, Winkelstein W Jr. The epidemiology of aortic and peripheral atherosckesmisctive review. J
ChronDis. 1965;1875-95.

Page25 of 104
David L. Sackett: Interview in 202815



Chapter I-7: Tell us about your time in Boston. What happened there and how did it shape
your later career?

The-l “"Bi |l |~ ( a n rt@rdguam &t veterans df compulpopy service in the U.S.A.)
provided tuition, books, and a living allowance, and these funds, generously supplemented by
Evan Calkins back in Buffalo, made it possible for us to rent a house in Newton Center (with its
renowned public shools for our 2 older sonsPur cracker box house was so small that

Barbara was able to kick a football over it, and our 4 boys-geaaigingly shared the same
bedroom (in an upper and lower bunk bed and two cribs).

After 2 weeksn acottageat Bar Har bor while taking Victor |
genetics (and getting captivated by the prose and presence of the statistician Tony Murphy), we
settled in and | paid my respects to the Harvard School of Public Health. Brian MacMahon (a

cl assiEcalep’idiegni ol ogi st renowned for his work
Epidemiology at the Harvard School of Public Health; he kindly took me under his wing.

After quizzing me about my unusual career objectives, he both set nre aigpacious office

and suggested thatdot pursue an MPH. Instead, he advised me to take all the epidemiology
and biostatistics methods courses offered at the School of Public Health, consider taking other
relevant courses offered at the university.de demography) and at the Massachusetts Institute

of Technology (e.g., computers), and rely on him to award me any remaining credits required
for an M. Sc. wunder’. the heading of ‘research

| leaped at his kind offer, spent half my time mastering thehods courses, and then

branched out, enjoying the demography course, being humiliated by ryeafold fellow
students in an M.L.T. course in Fortrdntaking part in an infectious disease seminar series, and
attending Medical Grand Rounds around Boston

Having previously met Bill Kannel, the head of the Framingham Heart Study, | also drove 40

miles out to visit him at the Study and, to my pleasant surprise, drove home with an unpaid

night job as “CThuws clad g &nx stEndafinnigst) dldcatonalb e

experience. When Dr. Bill Castelli (who looked and spoke like W.C Fiahds) the, he
humorously challenged: “ AE’e egmiud ggmii mmlgo ¢ ios tbse adlt
are you going-E'o empé al ogfi st s ‘oluitt hleee in the r

Framingham turned out to be a wonderful site for pursuing my education in the precision and
accuracy of the clinical examination. Designed in the 1940s, its clinical measurement
methodology was a decade aheaditsftime. However, to my mind in 1966, some of its

met hods were behind the times. For exampl e,
pressure, | was supposed to consult their chart and examine several of the blood pressures
measured earlier that day bythers. And, ifput only if I thought they had angina pectoris, |

had to seek a"? opinion from another examiner; those | considered anefie® never received

a 2" opinion (all of which pitted good manners against good methods: what was | to say to

fellow examiner/colleague/friend | reckoned had ridissgnosed angina?).
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In an effort to bring local attention to the problem of observer variation, | asked 1 of the study
radiologists to review 100 chest films for the presence of aortic calcificéieandidate risk

factor for myocardial infarction). Of course
the same 50 films, scrambled and passed by him twice. Although my study design was wise, |
foolishly underestimated the offensivenessofpyo s i t i ve results to its °
outrage at the prospect of being exposed left me with the distinct impression that a publication

of its results would be the I ast 1 of my care
books of the ret of the Framingham team, and subsequently collaborated with them in study

of *“assortative marriage’ to determine whethe

Framingham men with similar coronary risk factors (theydlid

At the school of pubdi health, my fondest learning occurred over everyday lunches in the

library, listening to and later joining in discussions and debates with Brian MacMahon, the
statisticians Robert Reed and Janet Worcester, and the epidemiologists Manning Feinleib, Theo
Abel i n and OI I i Mi ettinen. Ol I briefly adopt
taking his course in population genetics, was both kind and rough with me in individual sessions
about experimental design, and pounded into my head the impogancof s peci fying t
guestion’ so precisely that the methods used

| also took an elective course in designing epidemiology | curricula for health professional

students. Ispentthethal f of ehéiogumyespVeen’ -pattngut t he
traditional classroom epidemiology courses that not only focused on issues in public health of

no interest to 95% of medical students, but also ignored issues in the clinical exam (accuracy

and precisionand therapeutics (deciding whether a treatment did more good than harm) that

were both highly relevant and could be made highly interesting. Challenged by our teacher,

Ascher Segall, to design an alternative course that would ignore the former andttealztiter,

| began to think about <clinical ‘“cases’ that
illustrate and solve relevant clinical problems in precision, accuracy, and efficacy.

The year in Boston confirmed and more clearly defined my thaighbut what | decided to

call “clini ¥atermehatideservas noote explsinition.

The term “clinical epidemiology” was introduc
in 1971), an infectious disease internist who was appointed hedlgecBection of Preventive
Medicine in Yale' s Department of Medicine in

Society for Clinical Investigation in 1938 (when it was still an organization with broad interests
that included intact humans), he gposed clinical epidemiologys a “new basi c sci

3sackett DL, Anderson GD, Milner R, Feinleib M, KanneCuviBordance for coronary risk factors among
spousesCirculation. 1975;52:5895.
34sackett DL. Clinical epidemiologyn J Epidemiol. 1969;89:1:85
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preventveme di ci ne” i n which the exploration of rel
health began with t he?® BrtRauwrotethietbookdearing that al pa't
title®® and offered the #' course in clinical epidemiology for undergraduate medical students.

However, his concept of clinical epidemiology had a population rather than individual patient
orientation in which he described the role of the clinical epidemiologgsstab ei ng “ 1 i ke tF
detective visiting the scene of the crime” wh
individual became ill Thus, the procedure in his course f6f &nd 4" year Yale medical

students was t o “kedsaeandldadhem gsatdualgvayrirom ita tAndt h e

Alvan Feinstein was proposing his own definition of clinical epidemiology, again including a

public health perspective.

| described what might comprise a ymentor ni cal e
Evan Cal ki ns. Once agai n, he generously offe
and quarters’ and we headed back *home’ to Bu

which | had no control arrived in the form of a letter fralmhn Evans, who was starting a new
medical schoof0 miles away in Canada.

% Paul JR. Clinical epidemiology. d Pivest 17, 53941.
3% paul JR. Clinical epidemiology. Revised Edition. Chicago: University of Chicago Press, 1966
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Section II: McMaster Medical School: 1967 — 1994
Chapter II-1: Why did you move to McMaster University in Canada in 1967?

Barbara, our 4 boys and | were very happy to be a&auffalo after our year in Boston, and |
was just getting down to work. | started to set up a 18@@arefoot Clinical Epidemiology

Unit at the county charity hospital, was beginning to plan how | might teach both bedside
clinical medicine and classmm epidemiology, and was doing my background reading for¥ny 1
ever RCT (to determine whether treating systolic blood presseté8 in elderly women and
men lowered their risk of fatal and nefatal cardiac and cerebrovascular events).

We had scarcelynpacked when | received a letter from John Evans, the foundation Dean of a
new medical school at McMaster University in Hamilton, Ontargigal town of 300,000

located 0 miles northwest of us in Canada. Education is a provincial (not national)
responsbility in Canada, and Ontario had decided to open fftsriedical school at McMaster,
already a strong natural science university (it had tHediversitybased nuclear reactor in
Canada). Having heard about me from Walter Holland, John said he wagtedinions about
departments and courses in community, social, and preventive medicine.

Abundant in both my ignorance of Canada and in my disinterest in moving, and mindful of my
novicestatus as an academician, | viewed his invitation as an interestidgy holiday from my

‘“real job’ in Buffalo. Having consented to t
di scourteous to turn them down, | malt2e no at't
guestions John Evans posed at that visit:

Q 1 Whdtsort of Department of Social, Community, and Preventive Medicine should we have
Fd GKA& ySg YSRAOIT &aO0OK22f Ké

A1l: *“ UDhéess every department insists on taking responsibility for the social, community,
and preventive issues that are relevant to themuysmuld never have a department of SCPM
big enough to generate any wusef ul i mprovement

Q 2 Whdt sort of course in epidemiology & biostatistics should we teach our medical
atdzRSyidaké

A2 : “ Nrdesselinically relevant bits of epidernaigy and biostatistics are integrated into
instruction in clinical skills, clinical pharmacology, therapeutics, and into every clinical rotation,

an isolated course in epidemiology and biostatistics would be as awful as it is everyplace else,

the studentswoul d hate the faculty, and vice versa.’
I didn’t know that they’ d already reached the
already placing most of his faculty out in community agencies, and the Chair of Pediatrics was
already teaching mums afjured hemophiliac kids how to store and inject Factor VIl to

prevent hemarthroses and hospitalizations. A
epidemiologyor anything elsebut to provide sekdirected, tutoriatbased, clinical problem
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based learning in which medical students would track down, master, and integrate information
across the entire range of piinical and clinical disciplines.

In short, John mistook a h#ghooting novice for a sage, and we set out on a wal&ging
conversaion about medical education and health care. As we spoke, | became very impressed
with both the depth and breadth his interests, understanding, and novel ideas. He was a
clinical cardiologista former (like mepench researchginto the use of fatty aids as an energy
source by endocardial cells)4aLJdz& § R Otk Edddabout how to improve the

organization and distribution of health and social serviceyrssummate politiciamho had

won over both a major university and a provincial governtrterhis cause, arducational
innovator(proposing a revolutionary problefmased, selirected learning approach to

medical education), and eharismatic leadewho was recruiting a remarkable group of young
academicians. Moreover, he had a warm, welaognpersonality and was clearly smart as hell.

After 2 hours | headed back home, thinking th
deeply impressed by what was going on in Hamilton, and wondering if Buffalo (where | was
committed) could ever matchi i. |l didn't expect to hear from

To my surprise, within a week | received a letter, summarizing dureleting and inviting both
me and Barbara (who did not want us to move from Buffalo) to visit. When we arrived at
John’ s o frédime and wom Barbiarg over during a warm, lively conversation about
her interests and ideas, terminated only when his wife, Gay, arrived to take Barbara to lunch
and a tour of the area. We all soon became fast friends and have remained so.

In short ader | met the hakdozen newcomers to McMaster and the local leaders who were
welcoming them there. Bill Spaulding, a senior Toronto general internist with a revolutionary
vision of how medical students ought to learn, had arrived as Dean for Eductéon.
immediately made me an exfficio member of the education committee; he wrote the
definitive description of our program 10 years laterFraser Mustard, already an
internationallyrenowned platelet and thrombosis researcher, had arrived as Dean for
Research. He began by grilling me about my clinical epidemiological research methods and
results. Once satisfied, he won me over with his commitment to organizing and financing
research within carefully structured probleoentered programs that spanned wietbs through

patients to populations. The town’s 3 leading
Sibley, had not only welcomed the idea of a new medical school but had joined it in senior
positions, exempdavry'i nrgetlaladbnedatrseyr i ggtthoewn | ° ve ev

before or since.

It was a prosperous time for centenary Canada and Ontario, and these visionary people and
developing programs at McMaster were being provided with abundant resources (generous
‘ h arodn e y 'y ahdsstafusaldries, lots of se@atbney, and a new building with 4kres of

¥'Spaulding WB. Revitalizing Medical Education; McMaster Medical School; The Early Ye&854965
Philadelphia: Decker, 1991.
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floor spacé®). Moreover, preexisting hospitals were competing to provide both temporary
and permanent space and facilities for new faculty, departments, and programs.

As joinng McMaster started becoming a serious career option, | met with my mentor Evan

Calkins. Not only did | seek his advice, but because he had done so much for me, | felt | could

not leave Buffalo so soon after my return without his approval. He respoati@devels. First,

he gently suggested that | was being ‘snowed’
grand promises to so junior an academic. Second, to confirm his suspicions, he drove to
Hamilton to confront Joshm eBavdns gaonad gf iomd "outTh
tell me that, contrary to hi s-inglfstmme ci ons, |’ d
opportunity to work with an outstanding group of academics to revolutionize medical

education and health researchand,att gh he’' d hate to see me go,

A quick series of additional visits and family discussions led both sides to conclude that

McMaster held too much promise and was going to be too much fun for us to stay away. My
appointment afoundation Chair of the Department of Clinical Epidemiology and Biostatistics

was confirmed by the University Senate a few days before ff\b8thday. Provided with

abundant temporary space, a professional assistant, a Departmental Manager, and aghuntin

license for a biostatisticianand &2 | i ni cal epi demi ol ogist, | beg.
days per week, and we moved to suburban Hamilton in August of 1968.

38 ZeidlerEH. Healing the Hospital. McMaster Health Science Center: Its Conception and Evolution. Toronto:
Zeidler Partnership, 1974.
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Chapter II-2: What did McMaster mean to you and your career?

| could not have achved anywhere near as much, with anywhere near as wonderful colleagues
and students, and with anywhere near as much fun, at any other institution in the world.
(Indeed, when | turned down Chairs at the most prestigious universities in America and
Englandpne of them sent a team of investigators to Hamilton to find out why. When | showed
them what | was able to do at McMaster, they agreed with my decision to stay home.)

| attribute my happy, productive time at McMaster to 8 of its qualities:

1.Leadersip:

|l ve never encountered a more gifted, fair, i
leaders anywhere else. We all worshipped our foundation Dean, John Evans. Our foundation
Dean for Research (and Jo hn:dassmsiccsdeatstsndlood, Fr a

platelets, insisted that his and other basic research had to extend to patients and communities
to be worthy. Our foundation Dean of Education, Bill Spaulding, was both a master clinician
and a visionary around matters of miedl education whose innovations have been taken up at
other medical schools around the world. We had similarly outstanding foundation Chairs in the
key departments of Anatomy: Jim Anderson, Pediatrics: Al Zipursky, Psychiatry: Nate Epstein,
and MedicineMoran Campbell. With so few us, we and our spouses helped each other wine
and dine prospective recruits and their partners, and our families became very close.

2. Organization
First, we avoided a bottorheavy set of basic science departments by agiag for relevant
contributions from likeminded members of prexisting departments across campus. Second,

a department’'s faculty size, rations, and gqua
multi-departmental programs of education, servicedanr e s ear c h. Some out si
by | ater and told us we were practicing ‘“matr
lighthearted attitudes, we replied that our mode

Organization and Administratv Ser vi ces” ( CHAOS) .

3. Colleagues:

Vital to my/our success was the willingness of wanllalss biostatisticians and clinical
epidemiologists to not only share our goals but to lead us in achieving them. The
biostatisticians Gary Anderson from the USAkéisent from ICI Pharmaceutical and the
University of Bradford in England, Charlie Goldsmith from Flin Flon, Manitoba arrived early on,
soon followed by Gerry Hill from Statistics Canada, Robin Roberts from England, Charlie
Dunnett from Abbott Laboratories the USA, Wayne Taylor from Canada, Harry Shannon from
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Oxford and the Universities of Birmingham and London, Stephen Walter from Yale, and most
recently Lehana Thabane from Lesotho and Janice Pogue from Canada. They have excelled, not
only in their cotent expertise but in their ability to put it to powerful, great use in both

collaborative research and inspiring graduate education.

Early clinical epidemiology recruits were Walter Spitzer (who later was recruited to a Chair at

McGill) and Gene Vayda lfw later was recruited to a Deanship at the University of Toronto)

both arriving from Alvan Feinstein’s training
encouraging mentoeat-a-distance to me in the previous few years, we were able to capture

himf or an extended s*aatibnaltHeatthavisiting Schoia Alwaysaa tasigh 1
taskmaster, he brought a rigor to our methodological discussions and early research, although

he later regretted that we had devoted so much of our energy to canided trials.

We recruited outstanding clinical epidemiology graduates from our DME program into our
department, and they have taken on leadership posts in research and education® tiie 1

these was Brian Haynes) aternistdiabetologist followed n successive generations by Peter

Tugwell (a rheumatologist who soon thereafter became Chair of our department and later the

Chair of Medicine at the University of Ottawa), George Browman (an oncologist who later

chaired our department), Gordon Guyatt (wboo i ned t he -besed' meddennoe’
leads its continuing development), Deborah Cook (a general internist/intensivist who created

our T nation-wide consortium carrying out IGhhsed trials), PJ Devereaux (a cardiologist who

is a worldleader intrials of the efficacy and safety of perioperative interventions among -non

coronary patients), and Maureen Meade (a principal investigator in key ICU trials).

And we have benefitted greatly from the " mult
bases & in other McMaster Departments. The shining example here is Jack Hirsh, a world

class thromboembolism researcher (often with Mike Gent) who went on to Chair our

Department of Medicine. Jack not only took our DME courses, but also steered a numtser of hi
recruits to our DME program, often making it a prerequisite for their academic appointments:

in thromboembolism, Clive Kearon and Marc Crowther are shining examples. Another is the
neonatologist Jack Sinclair, who brought rigor to the evaluation of &Jl&dl Murray Enkin in

obstetrics.

And DME graduates are rameodels in several other areas of excellence at McMaster: Vic
Neufeld as Dean of Education, Anne Holbrook and Mitch Levine in pharmacology and
therapeutics, Hertzel Gerstein in diabetology, Maevine (who now Chairs our new

Department of Oncology), Roman Jaeschke in intensive care, Sonia Anand in cardiology, Peter
Szat mar i I n psychiatry ( CheehohtdesChild and ¥optleMentali n a u
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Health Collaborative between théente for Addiction and Mental Health artde Hospital for
Sick Children in Toronto), Jim Nishikawa in internal medicine, and Mike Walsh in nephrology.

And Salim Yusuf, the cardiologistr i al i st from Oxford and the NIF
Health Rese@h Institute and is currently President of the World Heart Association, is both a
leader in, and advocate for, clinical epidemiology.

Last but by no means | east, the Chairs of all/l
clinical epidemiologistéke Andy Oxmaand been openly supportive of their and our efforts.

4. Resources

Ontario was a very prosperous province when we started, and the credibility of our leaders and
our programs with the higlguality provincial and federal mandarins who tatfled it meant

money was never a limiting factor during outdeveral years. For example, we were able to
support our statisticians with medical school (rather than much lower university) salaries, and
never had to beg for funds for our repeated acgjtion of additional space and service for our
expanding department. Indeed, our common view was that the only limitation on our freedom
to innovate was our imaginations.

5. Resource allocation by program, not department

In appointing me, the universitgenate authorized a faculty contingent of 2 clinical
epidemiologists and a statistician for my department, to be reassessed after 6 years. However,
in the medical school (described in Chapted:IHow (on earth!) did you convince McMaster to
agree to tle 10fold expansion of CE&B), we allocated faculty to departments to meet the

needs of multidepartmental programs of education, research and service. Withirfiod and
crossappointments we quickly became the largest department in Canada, permittitiytake

on whatever challenges and opportunities we desired.

6. The towngown relation

Ourtowngown r el ationship was the best | ’ve ever
vigorous posygraduate program underway before we arrived, and area physicigare vocal

advocates for the new medical school. Of the three leading internists in town, two immediately
took senior university posts and th&8emained a powerful advocate and supporter. The

same phenomenon occurred in several other clinical dapartts.

We reciprocated their welcome. For example, our foundation Chair of Medicine made an
appointment with every internist in town, went to their offices, exchanged ideas and
expectations with them, and ended the visit by offering every one of thgraratime faculty
post (virtually all accepted).
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Area physicians quickly opened their offices and wards to our medical students, and continued

to do so even after one of us documented that, when learners were present, their billings were
sharply reduced Perhaps the most compelling evidence of a positive tgavwn relationship

was when the Hamilton Academy of Medicine (the local medical society) elected one of us, an
‘“outsider’” from (ugh!) Toronto, to become the

5. Short tenure for Chairs

If we adopted long appointments to Chairs, our lack of experience and youth (I was 32, and our
average age was less than 40) presented potential problems for both the university and

oursel ves. I f we turned out d¢kwithbseata stagethatey s, ’
required far better | eadership. Conversely, i
stuck in an administrative post that prevented us from pursuing them.

We solved this by limiting appointment to Chairs for 3 yearsewable just once. Indeed, |
successfully petitioned to reduce m{’2erm to 2 years, so 5 years after my original
appointment | was able to give far more time and attention to my interests in research and
teaching.

6. Sabbatical policies and financglpport:
We instituted a liberal sabbatical system in which faculty were not only encouraged to take
sabbaticals every'dyear, but also provided generous financial support for them to take them.

For exampl e, | was pr ovi doase saliy,tafd 50pbofmyo f my pr
previous year’s clinical billings. With plen
foundati ons, Il regularly obtained sabbatical

These sabbaticals were invaluable fortb&culty and their families. See Chapter-@lib
learn how we spent our three.

7. Suppat for clinical etreading

At age 49 | decided that | was out of date clinically, and after discussions with one of my

mentors (the senior internist at my hospitdill Spaulding), requested permission to spend 50%

of my time for the next two years in a ‘retre
Deanery agreed and supported me, my mentor arranged both my clinical rotations and my
assessments, and | wound with renewed competency and enthusiasm and certification by

the Royal College of Physicians and Surgeons of Canada (who immediately placed my on their
Council). | soon became Chief of Medicine at my hospital.

8. Simply being at the right place at thehigime:

As McMaster’'s reputation grew, it was offered
worldc hanging initiatives. For exampl e, in the
Epidemiology Network) selected McMaster to become one of thragcational centers for
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aspiring clinical epidemiologists from the developing wdtldPeter Tugwell, then our Chair,
offered me, Wayne Taylor, and Eileen Wang the opportunity to host and mentor aspiring
colleagues from the West China Medical School in GihengVe met and grew to honor their
venerable leader Luo Duchen, taught and mentored several students (most notably Wang
Jialiang Liu Zhenlo, and Wangekheng, and spent several middlowing Aprils with them in
Chengdu, lending a hand with their rapgidjrowing research and education programs and
immersing ourselves in their rapidly changing culture.

| close by repeating my opening conclusion: | could not have achieved anywhere near as much,
with anywhere near as wonderful colleagues and studentd,\aith anywhere near as much
fun, at any ober institution in the world.

% Halstead SBrugwell PBennett K The International Clinical Epidemiology Network (INCLEN): a progress report.
J Clin Epidemiol991;44:57989.
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Chapter II-3: How (on earth!) did you convince McMaster to agree to the 10-fold expansion of
CE&B (from 4 to 40 faculty)? What were the key ingredients of the ‘growth formula’?

It s true that the McMast equpfatulty ofjest Zclinical s enat e
epidemiologists and a statistician for our department, to be reassessed after 6 years. However,
when the gang of us who actually started the medical school iv&gasetting down our

objectives, we decided that departments were simply resources of special knowledge and
expertise whose size would be determinedot by senatorial proclamation or politickirgout

by the needs of mukidepartmental program of educain, research and service. Moreover,

our foundation Dean of Research (Fraser Mustard, a dynamic and internationally renowned
thrombosis researcher) led us to form and execute the policy that, for a research program to
receive space, money, and facultyh#d to attack a problem in human biology and health care
across its entire spectrum, from basic biology through treatment discovery through

intervention trials and on to the assessment of the organization and effectiveness of its relevant
health care.

Qur tiny department (me, Gary Anderson [who set up a rfemme but friendly computer
more than a decade before thé'primitive PCs were born] and our 2 htithe statisticians,
Mike Gent and Charlie Goldsmith), quickly became consumed as willing cattaisaand ce
investigators in several fledging research programs.

Our effectiveness had 3 consequences. First, colleagues seeking to establish new research
programs regularly | obbied f or -rhemberseipsof t hose
Secoml, clinicians in these new programs frequently decided that they wanted graduate
training in clinical epidemiology for themselves, emerging both as -@ppgsintees in our
department and rolenodels for aspiring academic clinicians in their home clinical

departments. Worleclass examples here are Jack Hirsh in thromboembolism and Jack Sinclair
in neonatal intensive care. Third, our expanding graduate program began to attract brilliant
graduate students who went on to dazzling careers in academic medeme Brian Haynes
developed medical informatics, Gordon Guyatt developed EBM# result, our fledgling
department grew exponentially, and in 2014 | understand that itstilmé and crossappointed
faculty now number 158.
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Chapter II-4: Tell us about the educational programs you created at McMaster

Although | fostered 6 educational innovations at McMaster, their evolution and success (and,
more recently as my department expanded, their initial conceptualization) would not have
occurred without the grat ideas and efforts of my colleagwemrades.

When | began at McMaster in 1967, all my educational efforts went into thea3
undergraduate M.D. [UGMD] progrdft*, as follows.

Principles Guided by the genius William Spaulding (the interBistan of Bucation), we of the
education committee quickly agreed on 3 principles:

1. It must be selflirected, clinical problerbased, and tutoisupported, with the objective of
teaching our students how to teach themselves forever after.

2. Students must be selexd for their personal qualities, with no course prejuisites and little
attention to age or prior marks.

3. Another genius, Moran Campbell (a clinical physiolagspirologist and foundation Chair of
the Department of Medicine) convinced us that theds must be oeducation(intellectual
preparation for clinical medicine), ntfaining (in medical procedures, as their mastery is
central to postgraduate training).

#1:Phase | of the Undergraduate Medicine Curriculum

| chaired, and tutored in,thepe ni ng 4 mont hs of McMaster’s wund
had some wonderful collaborators, and notable among them were a contemporaneous and a

future star. The contemporaneous star was Jim Anderson, foundation Chair of anatomy, who

created a spacioustiéndly environment, filled part of it with a galaxy of morphological

educational resources, invited the other disciplines to add theirs to the milieu, and role

modelled problerdbased learning. The future star was Lynn Franks (now Lynn Johnston), in her

1% job as an artist, adding humorous illustrations to our slialee lectures that could be

checked out and viewed dagnd-night; a decade later she inaugurated her syndicated comic

strip For Better or For Worse

Strategies We began biyonderdaifctailngprloéb|l‘ebms’ ( BMPs) des
diseases, illnesses, and predicaments provided an introduction to human structure, function,

and responses to stimuli, accompanied by relevant diagnostic imaging, lab results and

therapeutic prescriptios. EachdraflB MP was revi ewed by 18 ‘resour
behavior, biochemistry, pathology, physiology, primary care, woinenedicine, etc. ) who

proposed revisions to bring out important issues in their domains, and labeled the key
educationakresources that best transmitted their associated principles and facts. The revised
BMPs, plus the tabulated ‘resource group’ i np

0 Spaulding WB. Revitalizing Medical Education: McMaster Medical School: The Early Yedi87436&milton,
ON: B.C. Decker Ind991.

“1Leeder SR, Sackett DIhe medical undergraduate programMtMaster University: learning

epidemiology and biostatistics in an integrated curriculuvied J Aust. 1976;2:875, 888.
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Tactics Entering medical students and faculty tutors (the latter coming from any dieyeet
and emerging from a ‘tutor training prog
students and 1 tutor, each with access t
educational resources (e.g., gross and microscopic anatomic materiatdid@thpe lectures
available 24 hours a day) from every discipline. A typical week would begin with the students
opening a fresh BMP and Ilisting all the quest
3+ pitting edema?/ rales?/ atrial fibrill@n?/ heart failure?/ digoxin?/ a furosemide injection?/

why hadn’t he kept his doctor appointments an
then, with gradually decreasing reliance on their tutor, consolidate their questions into

operable sets oissues to pursue in structure, function and response to stimuli, and organize

ram’)
o a

their week. Meeting most every morning, they
test their progress toward understanding and explaining their BMP patient, decidetirdya
still needed to find out, what they’ d | earned

and what they wanted to accomplish at their next tutorial. When they concluded that they had
‘“solved’ a BMP, they pr ewhelsterned expldregiamd s ol uti on
chall enged their solution (calling on content
group’ i ssues and resources, which had accomp
opened by consensus at any time. Earlyhiage 1 they might be opened at the conclusion of

the 1% tutorial on a BMP; by mifPhase 1, they would be opened as part of the evaluation of a
BMP" s ‘“solution’” (to see how well students ha
findi ng sobrees onlheirsown); delightfully, by the end of Phase 1 many tutorial

groups left the envelope unopened.

Outcomes Our bizarre new med school was viewed as a risky place to learn medicine (indeed,
one skeptical applicant was accepted both by us andtaraned school, accepted both offers,
and commuted between us until he was exposed almostWalf through Phase 1; he left
McMaster, and dropped out of medicine at the end of Hisygar). After initially attracting lots

of students who were inadmidse elsewhere (over 35, no pesecondary education, lousy
grades, no praned science courses), our graduates quickly became recognized as superior
house officers, clinicians, and academicians, our applications soared, and women quickly
comprised well ovehalf of our students.

#2. Phase 6 of the Undergraduate Medical Curriculum

Six years later, | became Director of all ClerkshifiseitMcMaster MD program. d3itives

about this job were to witness and recognize the enormous, selfless contributiofigiofans

and hospitals to the program (both in Hamilton and when we were invited to add clerkships in
Northern Ontario), and the marvelous perfoamce of our medical studentsAmong a typical
entering class of 100 students, 90 would sail through the aogwithout interruption. Nine
would briefly stumble, collaborate in setting up and completing individualized remediation
programs, and complete their MD on time. However, 1/100 would be found to lack the
personal qualities required for an effective atilan, and the negative thing about my job was
having to confront and remove them from the program.
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#3.A Graduate Program in Clinical Epidemiology and Health Care Research NMethods

One weekend in 1970 (when our inaugural medical class had just comphetied st year of

our 3year program) , Dean John Evans took me for a walk-afigtr congratulating me on my
department’s success in infecting the rest of
to applied health researchurged me to staran MSc graduate program. He even had a name

for it: Design, Measurement, and Evaluation, and by Monday | had drafted its entry and degree
requirements, courses, and the resources required to pull it off.

Two of its central features distinguished ibifn existing Canadian graduate programs. First,

since the applicants we wanted to serve included busy eang midcareer clinicias, it had to
offernotonlyty ear (July through June), concenirated
year, parttime  (-toorseat-at i me' ) options t o “pptiontodakegr ee, a -
just1or a few courses. Second, we had to confront the incdibpiy between our primary 1

year MSc option and the thestandard Canadian MSc degresgjuirement of a corpleted

research project, given our conviction that any research project worth doing (e.g., a solid
determination of the reproducibility and accuracy of a diagnostic test, the value of a prognostic
marker, or the usefulness of a therapeutic interventionjueged between 2 and several years

to do well. Our solution was propose a highality researclprotocolas a satisfactory product

for our MSc degree, and we were able to gain the approval of both university and provincial
certification authorities for ouproposal (the latter group briefly lifting their embargo on new

grad programs to accommodate us).

We launched our 3tream program (Clinical Epidemiology for clinicians, and Health Care
Research Methods for nedlinicians) within a year. Ouf'Clincal Epidemiology grad student
(Alec Macpherson, a gifted psychiatrist who later served as a pioneering Medical Officer of
Health for Toronto) and | edesigned the courses and contents of both streams: 6 courses
comprising an introductory pair in epidemigly and biostatistics (led by our recently recruited
outstanding statisticiandviike Gent, Charlie Goldsmith, and Gary Anderson), followed By a 1
research protocol that was reviewed by faculty (and by another student when the full program
was underway).The Health Care Research stream was initiated the following year by Larry
Chambers (who went on to a pafimding career that recently included a groubdeaking

cluster randomized trial of @ommunitybased intervention that both improved health and
reduced hospital cosf§) and Cam Voelker. Thestdr ad students’ theses de¢
outcome measures of physical, social and emotional function that were used by Walter Spitzer
in the T-ever randomized trial showing that nurgeactitioners can proide effective care to

80% of the problems that arise in primary c&re

2 Kaczorowski J, Chambers LW, Dolovich L, Paterson JM, Karwalajtys T, Gierman T, Farrell B, McDonough B,
Thabane L, Tu K, ZagoBkiGoeree R, Levitt CA, Hogg W, Laryea S, Carter MA, Cross D, Sebaldt RJ. Improving
cardiovascular health at the population level: A 39 community clustedomized trial of the Cardiovascular

Health Awareness Program (CHAP). BX11;342:d442 doi:10.1136mj.d442

43 Sackett DL, Chambers LW, MacPherson AS, Goldsmith CH, Mcauley RG. The development and application of
indices of health: general methods andwammary of results. Am J PubliH1977;67:423.
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The graduate program burgeoned, was quickly taken up by dozens of faculty from other
departments (exemplified by the woHiéader in thranboembolism research, Jack Hirsh), and
soon beame a prerequisite in the recruitment of new faculty who aspired to carry out clinical
research, both at McMaster and other universifiéespecially after it expanded to offer PhDs.
Its local and visiting faculty in 2014 numberetl75 and is just 1 & graduate programs
currently offered by the department at McMaster.

#4.The Fellowship Program in General Internal Medicine:

Because Canadian primary care is already provided bstwela i ned * Fami |- Physi
years of posgraduate trainingCanadi an ‘gener al internists,’” a
ofpostgr aduate training who -lpasedsecoddarycale topgtients al i st
with multiple and undifferentiated illness&s When | became Head of General Internal

Medicne (GIM) for the McMaster Region in 1990, a major opportunity arose for developing an
innovative educational program for them and competing with the other medical subspecialties

for senior residents. Having recently received a provincial Trillium Awa&8I08f000, and in

collaboration with Dr. Deborah Cook, a brilliant GHéensivistclinical trialist, we designed a

GI'M residency. It offered relevant courses f
individual mentoring, a wide range of clinicalpla ment s, and a wdkaeyk'|l yf drac &
the presentation and discussion of clinical cases and evidence on the clinical usefulness of

relevant diagnostic, prognostic, therapeutic and rehabilitative maneuvers. Finally, it took all

GIM Fellows to annuaneetings of their U.S. counterparts.

We were surprised by our success in competing with ourspérialty colleagues for high

guality residents, and recruited some wonderful young people. Weeklydagt were both
rigorous and fun, Feandowsr wegraduwmatpiprergl up by a
community hospitals, making important contributions in both settings.

#5. Critical Appraisal of the Clinical Literature

By the late 1970s, | had the notion that some of the DME content could lgghtaa practicing
clinicians to helghem become better practitioners by better understanding and managing the
medical literature they encountered. Peter Tugwell and Brian Haynes enthusiastically agreed,
and with animated support from the Chair of Medicjdack Laidlaf®, the trio of us started
teaching the basic principles of critical appraisal to medical residents in 1978. The residents
not only showed up and learned, but became threatening to some of the faculty, and we
eagerly responded to the latters r equest s for their own (separa
rapidly spread through the other clinical departments, and often lit fires of interest among
residents who went o to enroll in our DME programAlong the way, it was bolstered by a rRon
randomizd trial conducted by the DME graduate student Kathryn Bennett that demonstrated

“nttp://www.fhs.mcmaster.ca/hrm/

**For a furtherexplanation of Canadian General Internal Medicine, se€Xhaadian Journal of General Internal
Medicine

“Hilariously, Jack initially preferred the t
from his bench researcherswh deeply resented the implicati
thinkers.

erm ‘“criti

oh t hat t hi
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considerable improvements in critical appraisal skills among experimentatobaontrol,
medical student’.

We started publishing background papers to support this etlonal program, I on the

clinical examinatioff and soon thereafter in a broader series on how to read clinical jouthals
and how to interpret diagnostic datathat were consolidated in the*ledition of our clinical
epidemiology text’.

Brian Hayne et er Tugwel |l and | then established t he
Appraisabf the Medical Literaturdor k shops’® for coll eagues aroun
learn howto do it. They were run in 2 tiers,fdr newcomers who wanted to lea the basics of

Critical Appraisal, and &% advanced tier for colleagues who already knew the basics and

wanted to learn how to teach them to others. In the latter, each participant set a teaching

scenario for themselves, with the rest of the grouerplaying the recipients of their teaching

efforts and providing feedback on how they did and how they could do it better.

Thus began the series of@ws that led to the early 19%0proposal for a shift t&vidence
Based Medicine

#6. EvidenceBasedMedicine

By the early 1999we began to extend the Critical Appraisal concepts to include clinical
decision making for and with individual patients. This abaglled Evidenc®ased Medicindy
our former graduate student, Gordon Guyatt, who subsequel&itl its development at

4’Bennett KJ, Sackett DL, Haynes RB, Neufeld VR, Tugwell P, Roberts R. A controlled trial of teaching critical
appraisal of the clinical literature to medical studs. JAMA. 1987;257:2451

**Department of Clinical Epidemiology and Biostatistics, McMaster University.

Clinical disagreement I: how often it occurs, and why. Can Med Assoc J 198034 88d

Clinical disagreement II: how to avoid it and learn frame's mistakesCMAJ. 1980;123:613

“The “How to read clinical journals” series:
I. why to read them and how to start reading them criticallj1AJ1981;,124:5558.

Il. To learn about a diagnostic te&tMAJ. 1981;124: 7a10.

lll. To learn thelinical course and prognosis of diseaS®AJ. 1981;124:8682.

IV. To determine etiology or causatidbMAJ. 1981;124: 988.

V: To distinguish useful from useless or even harmful ther@pAJ. 1981;124:115&.

®The “How to intatpseti esagnostic dat

1. How to do it with picturesSCMAJ1983;129:42H32.

. How to do it with a simple table (part &/MAJ1983.129559-64.
. How to do it with a simple table (part EMAJ1983129:705-10.
. How to do it with a more complex tablEMAJ1983;129832-5.

. How to do it with simple math€MAJ1983129947-54.

. How to do it with more complex mathGMAJ1983;129:109.

! Sackett DL, Haynes RB, Tugwell P. Clinical Epidemiology: A Basic Science for Clinical Medicihéti8oston:
Brown 1985.

o OB~ WDN
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McMaster and beyond, including the successor to the workshops (rebranded the Evidence
Based Clinical Practice WorksApfollowed shortly by my move in 1994 to a Chair in the
Nuffield Department of Medicine at Oxford and the diea of the Centre for EvideneBased
Medicine there. That phase of my career is the subject of Section Il of this Interview.

*2 Evidencebased medicine working group. Evidedmased medicine: a new approach to teaching the practice of
medicine. JAMAL992;268:24265.
%% http://lebm.mcmaster.ca/
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Section lll: The Oxford Years
Chapter lll-1: Why did you move to Oxford in 1994?

It was a case of a breathking oppotunity presented to a contented, 59 yeaid academic
physician then working in a pestvolutionary institution. McMaster was 25 years old, and
although it was (and still is) the best medical school in the world, with the best people and
programs, the rdicalism of the mieb0s was waning, most of its founders had moved on to
other institutions, my mentees were thriving on their own, | had done everything | had wanted
to do there, and the undergraduate MD education program had become too conservative for
my liking.

It was against that background that | was contacted by the charismatic revolutionary Dr. (now
Sir) Muir Gray, a former Glaswegian surgeon who was then the UK National Health Service
Head of Research and Development for the OxfordBast Anglia Region®f England.

Brimming with resources to match his interests in introducing EBM to the UK and Europe, he
challenged me to visit Oxford, talk with whomever he and | wanted, and generate a report on
whether and how somebody like me might lend a hamdeveloping EBM there and beyond.

Oxford was already the home of@f t he worl d’s most creative an
Trials 8rviceUnit (led by Richard Peto and Rory Collins with their outstanding colleagues Mike
Clarke and Colin Baiggrand the emerging Cochrane Collaboration (conceived and led by lain
Chalmers).

My interest piqued, | spent a whirlwind week in Oxforderviewing 73 people in 4 days and

nights writing all ni ght on Thur sdadown@aibfammart t o
delivering my report at 0500 on Friday morning. In it, | described how, and with whom,

programs of education, clinical care, and research could incorporate the strategies and tactics

of EBM to improve clinical and health care.

| returnedto Canada and Muir set to work recruiting the people and resources necessary to
accomplish our shared goals. He received strong support from Sir David Weatherall, Regius
Professor (Oxford’'s ‘Dean’ of Medicwhoe), John
never went home), the Nuffiel®Br of essor (Oxford’s “Chair’ of t
(now Sir) lain Chalmers, the genius who was launching the Cochrane Collaboration, Sir Richard

Doll, and others, and sent me his proposal for the academi@rorational, and financial

arrangements that could achieve our shared goals.

While he was doing that, Barbara and | weighed the pros and cons of pulling up stakes in

Canada and moving to England for up to 10 years. It was a tough decision, mitigated b

already welcoming group of old Oxford friends, my pledge (which | kept!) to leave the hospital

at 6 PM when | wasn’t on service and plans fo
We found a wonderful 6 bedroom house in North Oxford (whiehremodeledandadded

central heaing, and where we hosted up to 40 visitors a month!) with a large English garden (>
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50 rose bushes) and easy access to Port Meadow, the Thames, the colleges, and a host of
enchanted pubs, with the Cotswolds a short draveay. Because my maternal grandfather was
born in Glasgow, permission to immigrate was granted within a month, and we moved across in
July 1994.

| was given a Chair and appointed Professor of Clinical Epidemiology in the Nuffield Department
of Medicine,and their flagship John Radcliffe Hospital became the home diélational
Health Service Research and Development Center for EviBased Medicine

Barbara soon became engrossed in advanced studies in Architectural History and Methods of
LocaltBt ory, and volunteered in the *‘Ephemera’
biked to concerts at the Sheldonian, bought a Rover for longer trips, and | commuted between
home, the hospital, and colleges (mine became Magdalen) on a series of 3 notegsr(te i

was stolerand the 2° lost its brakes), protected by a helmet and distinctive purple coverall.
Quick (1 hour) trains to London Paddington were frequent for meetings, theatre, and my
membership at the Athenaeum (where we opened membershiywdmen).

We settled in and got to work.
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Chapter llI-2: Tell us about the Centre for Evidence-Based Medicine.

Our Oxford Centre for Eviden&ased Medicine was located in the heart of the Department of
Medicine’'s action at uwrlGeyelfectedithedrmdkeling and f e Hospi
furnishingof2Zadj oi ni ng offices (and | ater, the remod
facility to incude an additional office for ZEBM Fellows). The original staff comprised a Senior
Research Associate, GordDooley, and a Research Assistant, Jayne Edwards. Gordon soon

moved on to a more senior post at an innovative software group affiliated with the Cochrane
Collaboration, and was succeeded byuDlas Badenoch. And, aftey2ars Jayne became a

PhDstudent n Oxford’s Pain Research Unit, succeede
invaluable Administrator, ably assisted by Bridgett Burchell.

The Centre’-®Idremit was 2

1. To promote the teaching and practice ofevidelica s ed heal t h cloutthe ( * EBHC
UK and Europe.

2. To effect the creation of formal graduate eduoatin the conducbf randomised controlled

trials and systematic reviews at the University of Oxford.

At its inception, with a team of just 3 of us, we thought that these goalfittédke a decade to
establish. However, with the unflagging encouragement and support of Muir Gray and the
enthusiasm and hard work of a worldwide array of >200 colleagues who unselfishly joined the
centre, we surpassed these goals by the end of Slyetr:

a. We had published 6 EBHC textbooks (one in 5 languages and another in 2), and chapters for
more than a dozen clinical texts.

b. In collaboration with Brian Haynes back at McMaster, we began the jobund¢nceBased
Medicine(soon published in 5 teguages with a circulation of >50,000), and assistith 2

EBHC journals in other health care disciplimessing and mental health

c. We had created and distributed > 400 copies offiseri endl y soft ware (the
critically appaising the tnical literature.

d. We were running inteconnected websites containing both educational and immediately
clinically applicable resources that were receiving > 10,000 hits per day.

e. We had created and launched EBHC educational programs for undergratiudé¢nts and
post-graduate trainees in internal medicine, surgery, pediatrics, obstetrics & gynecology,
psychiatry, general practice, nursing, occupational therapy, critical care, and midwifery.

f. We had established a natiemide consortium in how to factice and teach EBHC that ran
workshops in 3 languages (English, German, and Spanish) for more than 5,000 participants.

g. We had helped colleagues across England create Centres of EviddmsmeMental Health,

Child Health, Pathology, Dentistry, Surgéyursing, and Practice & Policy.
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h. We led and patrticipated in the creation of Oxfdralsed graduate programs in Randomized
Trials and Systematic Reviews (led by Doug Al
Centre for Statistics in Medicine), @m EvidencdBased Health Care.

Both our productivity and our fun received great bteofom 2Fellows who joined us from
Canada. Sharon Straus, a recently qualified internist/geriatrician from Toronto (and now
Professor of Medicine and Director of tBévision of Geriatric Medicine in Toronto) brought her
boundless energy and imagination to &ar fellowship with us, quickly took on our
contribution to the EBM journal, became a rateodel EBM bedside teacher and innovator,
designed and carried out sesal studies on the accuracy of the clinical exam and on how to
incorporate patientvalues into decisions about their health care, becamauthor (now lead
author) of the Oxford Texts on EBfand initiated a series of discussions and reviews around
mentoring that led to our jointlyauthored book Mentorship in Academic Medicine Finlay
McAlister spent a year with us from Edmonton, and both collaborated and led research into the
clinical examination and its bedside instruction.

The Clinical Tutor in Maédne, William Rosenberg (naWve Richard Cristin Chair of Hepatology
University College London and Joint Head of the Centre for Hepatology at UCL) provided
invaluable advice and creative input to our early work, and Scott Richardson (now Associate
Dean fa curriculum at the Athens campus of ti@eorgia Health Sciences University) brought
his enthusiasm and imagination with him to a sabbatical where he introduced a series of
imaginative and effective teaching strategies to our group.

At the risk of omittinghe names of some of the other key Oxford collaborators (to whom | now
apologize) | want to acknowledge the unselfish contributions of Clive Adams, Neil Bacon, Chris
Ball, Amanda Burls, Martin Dawes, Lelia Duley, Maureene$tpJohn Geddes, Carl Henegha
(then a med student, now Director of the Centre), Nick Hicks, Tony Hope, Rod Jackson, Tim
Lancaster, Klim and Ann McPherson, Henry McQuay, Ruairdh Milne, Andrew Moore, Judy
Palmer, Julie Parkes, and Bob Phillips.

Although it was not formally withintheeCn't er s remit, my highl i ght
Wednesday morning walk with lain Chalmers, ostensibly to effect the incorporatiom of th
Cochrane Collaboratioh ¢haired the inaugural Steering Group). But our themes, discussions,

and arguments had no boundas, and comprised many of the most exciting and challenging
issues in determining the effects of health care.

% Straus SE, Richardson WS, Glasziblaghes RB. EvidenBased Medicine. How to Practice and Teach EBM. 3
edition. Edinburgh: Elsevier, Churchill Livingstone, 2005.
*° Straus SE, Sackett DL. Mentorship in Academic Medicine. Chichester: Wiley/Blackwell/BMJ Books, 2014.
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Chapter llI-3: How did you incorporate EBM into your clinical practice, teaching, and research
in Oxford?

Structure

The inpatient medical carat the John Radcliffe Hospital was provided by teams comprising a
highly trained Registrar or Senior Registthe (latter might be in their 36), a Senior House
Officer in their 29 or 3% year of postgraduate training, a pair of House Officers (equémato a
North American straight medical intern), and up to 6 medical students, all overseen by a
consultant physician who changed each monflamaximize my opportunities to learn and
teach, aftermy I* g o’ | took on 2 t e aumaentdot4 manthsofime , t wi
patient service per year. My Fellows Sharon Straus and Finlay McAlister joined me, as did
sabbaticant Scott Richardson, Visiting Professors, often the Research Librarian Anne Eisinga
(nee Lusher), and occasiolyatlective Regisars who wanted to integrate their training with

ours (e.g., from Radiology).

Function

When operatingasadoublee am, we wer e l1Zhaurperiodskpear month.oOn t e n

an average 't aiBepatiemisDuwbn gy dd sake' 8d@ gptto B Hoursl

or 2 were provided terminal care, weddwébedabl
admit 24, for a total irpatient census of about 240 patients per month. We met each weekday
whenwe weren’t on 't ahkestproblesnatiwpatiehtetogsthe &and st and
reviewed each of the rest in our ‘“Rounds Room
splitting off into different learning sessions (e.g., auscultation withp@igon stethoscope) for

the different levels ofdarners (these latter sessions grew to about 50 hours of supplemental

teaching per month).

At month’s c¢close, | took the team, plus some
delightful dinnercelebration at a renowned Chinese restaurant.

OurTeaching

Our teaching followed from our settiny down o
Accordingly, the unique educational strategies and tactics we eyeglin this practice

comprised:

1. Immediately available evidendmsed resources
Ove previous years | had generated and maintained summaries (with citations) of the most
valid evidence on the accuracy of key elements of the clinical exam and diagnostic tests, on

**sackett DL, Rosenlie¥WM, Gray JA, Haynes RB, Richardson WS. Evidence based medicine: what it is and what it
isn't. BMJ1996;312:712.
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valid prognostic markers, and on the efficacy and safety of specific tredasmearried with me
inamonsterloosé¢ eaf * Red Book’ (updated prior to eac't
out during posttake rounds to speed (and often correct) decisiaaking, increasing the

efficiency as well as appropriateness of our alitiare (copies were made and distributed after

the round). Every student was exgted to contribute at least hiew item to the Redbook

during their month on service.

2. Educational Prescriptions

When decisions were not urgent, the learner caringthar patient would be given (increasingly

at their own request) an original document (I
diagnosis, prognosis or therapy, what the learner was expected to answer about it, and the

time that that answerwastobpr ovi ded aApmr diCsed itapgily’ to t h
t eam. Filling an Educational Prescription wa
Badenoch created a welbased CATMaketthat produced a standardized summary that could

be distributed ad added to the Redbook.

3. Midway and Enebf-Month Evaluations
We met as a group at the start of the month, discussing how the team would work, presenting
my expectations, and identifying everyone’'s |

At 2weeks | met individually ith each learner and:
- asked them howhey thought they were doing,
- asked them how they thought | was doing, and Havould be more helpful to them,

- told them how | thought they were doingnd, f or any defeedtoenci es, |
improvebymoh h’ s end,
-asked them what they stild]l hoped to |l earn by

This was an entirely new experience for most of them, as most had not been through such an
evaluation peviously (and certainly notonen wh i c &en asked tp evdluate faculty!).

By the endof-month evaluations, all had overcome their deficiencies andevgeerforming
satisfactorily.Indeed, 3 or 4 would have performed so well that | handed them a letter,
recommending them for whatever subsequeabjthey might seek; to my surprise, about half
of them became tearful, stating that no one had ever told them before that they were really
good (a tragic manifestation dfie British pedagogic axiom that telling a learner that they were
really good would rake them really lazy thereatfter).

*"http://www.cebm.net/catmakerebmrcalculators
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Our Research to Validate our Teaching

1. Were we practicing evidendemsed medicine in the'place?

In my £'month on service, our House Officer Jonathan Ellis challenged me with this question,

and | showed him how tanswer it for us. At the time of the discharge or death (or still on the
ward at month’s end) for every patient admitt
their primary diagnosis and our primary treatment for that diagnosis. We then traced that

treatment into the current clinical literature and again reached consensus on whether it was

derived from randomized trials, from convincing rexperimental evidence (so strong that

subjecting patients to a placekermed randomized trial of it would be ethical), or lacking

support of either sort.

This study, published quickly i % gendredRancet u
striking results. First, and in contrast to the conventional wisdom of the day that only 10% of
intervent idenneb awede ' ' e&we documented that 53% of
treatments were backed up by RCWatlj a further 29% from convincing neexperimental

evidence, and witlust 18% lacking substantial evidence). Second, we discovered that 21 of

the 28 RCTapportingourevidencdh ased care were already in my
the team during the postake round when these patients were admitted.

We included these results in our orientation of every subsequent clinical team, setting the goal
of improving on them. In addition, their publication stimulated a replication of our study by
colleagues from several other locations and specialties.

2. Can teaching EBM skills change practice in a community hospital?

To justify our broader mission, we nesito know whether EBM could be practiced away from
the uni vieowssaey ‘ hAdccordingly, our CEBM Fell ows
greatly assisted by Chris Ball, an early medical student convert from Oxford, went tebad65
District GenerbHospital in Staffordshire, provided their consultants and house staff with
evidencebased summaries for their most frequently applied treatments, used 7 of their
regularly scheduled conferences to conduct-segsion EBM course, installed EBM resources o
the PCs in their medical wards, and handed out copies of our EBRA. t&tteir beforeafter

study’® documented that patients became statistically significantly more likely to receive RCT
validated treatments that were of statistically significantly highelidity.

8Ellis J, Mulligan 1, RoweShckett DL. Inpatient general medicine is evidence based. Lancet. 1995;316:407
*9sackett DL, Straus SE, Richardson WS, Rosenberg W, Haynes RB.-Eagderidedicine: How to Practice and
Teach EBM.®ledition. Edinburgh: Churchill Livingstone, 2000.

®straus SE, Ball C, Balcombe N, Sheldon J, McAlister FA. Teaching-&ddedaredicine skills can change
practice in a community hospital. J Gen Intern Med. 2005;263340
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3. Can a busy medical service participate in international research into the validity of the clinical
examination?

Despite the importance of the clinical examination in achieving accurate diagnoses, its elements
have rarely been rigorously evalted for their accuracy. For example, of the 32 signs of
obstructive airways disease we found in meaditexts and journals, onlyHiad been the subject

of an independent, blineld comparison with a reference standard among an appropriate
spectrum of conscutive patients; and even there, the number of examining clinicians was just

2, and the number of patients just 184 Citing the need for large, simple studies of the clinical
examinatiorf?, our Fellows Finlay McAlister and Sharon Straus employed the¢onelbruit 46
investigators in 20 groups in 14 countries who, within a month, performed independent, blind
comparisons between 1 bit of clinical history and 3 clinical signs and spirometry in 309 patients;
they documented that the area under the receivgrevating characteristic curve for these
combined features was 0.86; that the likelihood ratios for obstructive airways disease was 220
when all were present, and 0.13 when all were absent.

Along the way, our team members learned both about the problemtaowl to incorporate its
solution into a busy kpatient medical service.

4. Can we search for and obtain highality evidence at (or at least close to) the bedside?
Although clinicians reported needing about 5 bits of evidence about diagnosis, pregnosi
therapy, or prevention for every inpatient they cared for when we were getting underway in
Oxford, they seldom had the time and energy to hike off to their medical library to find it.
Could we overcome this barrier?

Operating in the préVi-Fi,-iPad -iPhone eraand with great help from Anne Eisirfgave

attempted to answer this question by loadiag mas si ve tr ol | Bwithout he
Redbook, a cableonnected searching computer, (DM, EB texts and journals, our JAMA
series on the Ratiwal Clinical Examinatién the rapidly evolving Cochrane Library, a projector
and a portable screen

®Holleman DR Jr, Simel DL, Goldberg JS. Diagnosis of obstructive airwagsfiseshe clinical examination. J
Gen Intern Med. 1993;8:68.

#McAlister FA, Straus SE, Sackett DL for the CARD1 Group. Why we need large, simple studies of the clinical
examination. Lancet. 1999;354:1721

®3straus S, Eisinga A, Sackett DL (R0A/Bat drove the Evidence Cart? Bringing the library to the bedside. JLL
Bulletin: Commentaries on the history of treatment evaluation (www.jameslindlibrary.org).

%4sackett DL, Straus SE. Finding and applying evidence during clinical rounds: the "ead&nce

JAMA. 1998;280:1338.

® Sackett DL, Rennie D. The science of the art of the clinical examination. JAMA. 1992;257:2650

Pages1 of 104
David L. Sackett: Interview in 202815

ev



Too large to trundle around our wards, we kept it in our
‘“Rounds Room’” and taught our t e
both the educational prescriptionse gave them and the
onesthey created for themselved.o our pleasant surprise,

to address their questions not already answered by other
Cart contents, they successfully carried out 90% of their
searches, 52% of which confirmed their current or tentative
diagnostic or treatment decisions. However, 25% of their
searches gave them a new diagnostic skill or directed them to
a new diagnostic skill, additional test, or management
decision. Moreover, 23% of their searches corrected a
previous clinical skill,idgnostic decision, or treatment
selection.

Even more telling was what happened when we took the Cart away. In just 2 days they
reported needing evidence on 41 occasions, but left the ward to find it only 5 (12%) times.

Armed with our experiences andighevidence, | set out to introduce EBM at Universities and
District General Hospitals throughout the UK and Europe.

A brief note on my other clinical teaching at Oxford:

| learned that a group of*tyear medical students in 1 of the colleges were disitined and

discouraged by their inability to see the relevance of their basic science courses and their goals

of becoming competent clinicians. In response, Sharon Straus and | took them on, and held
evening sessions with them (both in their hallowedegé halls with medieval choristers

singing in the background) or up at our hospi
McMaster with fl-year students, we presented our Oxford malcontents with patscenarios,

x-rays, and other diagnostic data and dbaged them to explain what was going on in terms of

their emerging understandings of the basic sciences. The sessions recaptured the enthusiasm

of most, were fun for all, and gradually expanded to include students from other colleges.

Similarly, | occasnally took on an entire*lyear class for 3 hours, presented them with a
‘“sterc®r acemfussed man with a big belly, and st
test diagnostic hypotheses and proceed from mystification to spontanbaaterial peritonits

within 1 morning.

®Smelling of shit, which certainly got their attention.
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Chapter llI-4: Tell us about bringing EBM to District General Hospitals throughout the UK and
beyond.

Once | had sorted out how best to conduct ptske rounds in Oxford, and had collected a
series of complaints and misunderstangsnabout EBM, | started responding to invitations from
District General Hospitals throughout the UK.

| negotiated day visits in which | would:

1.Conductapost ake round on the previous day’s admis
In these bedside rounds with the house staff, woul d i denti fy each pati
history; demonstrate relevant, quick, and resowsaving clinical findings (e.qg., retinal

spontaneous venous pulsation as a means to-ouesuspected, clinically importantaised

intracranial pressure); expte observer variation in identifying key physical findings; refine

their differential diagnoses; and challenge them about their eviddvase for their irtial

treatments. | carried my Red Bookpreviously criticalhappraised clinicadvidence, and

confirmed that 1of more of its summaries (which we later copied for the team) were relevant

to each patient. The objectives here were both to demonstrate bed&i8® and to establish

that their visitor was a competent, hangs clinician (news that lhopgdh ey’ d spr ead t c
rest of the hospital).

2. Conduct Medical Grand Rounds to identify and dispel myths and misunderstandings about
EBM
|l > d begin by asking them what they thought ab

identi fyitteanadn It he wooard) the ‘usual’ 20+ quescs
t hat were currently i n cminute glideassisten lecture définindy t h e n
EBM, addressing these questions, autlressing hei r cr i t iwitthiasapen. I > d cl

di scussion in which they’”d typically exhibit
about getting EBM resources and education goi
getting these going. It was at this point that some of tis&nior clinicians, quiet to this point

but not wanting to be left behind in the new wave, would relate personal experiences in which
they’'d already successfully practiced EBM on

3. Hold meetings with whoever wanted to discuss hovwg&t EBM going at their hospital:
These meetings identified the | ocal ‘movers a
EBM Workshops and for membership in our Centre.

As word of them spread, invitationsared, and soon | was makingdmore trps a week to
UK general hospitals. | reckon | made over 200 of these visits by the time | left Oxford.
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Once the CEBM program was established in England, | began to collaborate with colleagues in

the Nordic Countries and Europe (taking advantage of Eurape s hort di st ances a
frequent trains and plané$). Workshops and seminars were held in Finland with Marjukka

Makela, in Denmark with Lars Lassen and FartuB Kristensen, repeatedly in Oslo with Andy
Oxman’s group, i n artyBuler Mesermany witla GeddAntes,iintltaly with
Alessandro Liberati, and in South Africa with Merrick Zwarenstein and my hero Jimmy Volmink.

My last formal lecture about EBM was in the spring of 1999, in Krakow, in support of Roman

J a e s ¢ h k mtiatives & Bd¥andi (following which my local hosts took me to their salt mine).

®"For example, | once held a teaching round in Oxford 1 morning echaisymposium in Copenhagen that
afternoon, held a working dinner in Basel that evening, gave a lecture in Berlin the following noon, and was home
in Oxford for dinner. And my ‘frequent traveler’ inte
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Chapter IlI-5: How did Britain respond to your Introduction of EBM?

As described in the preceding chapters, the response of medical students (Bob Phillips and his
clasmates put on their own EBM Workshop), pgsaduate trainees (the Chair of Medicine

told me that growing numbers of applicants for our house jobs listed working with me as their
motivation), and individual clinicians throughout Britain and Europe was esdulty

ent husiastic and supportive. But the initial
so negative, condescending, and dismissive that | was often miserable fot yeaiand a half

of my time there.

The establishment considered EBM a&front to their omniscience and authority, and

di smissed it as both “old hat’ (“everybody’s
perpetuated by the arrogant to serve cost cut
|l abel l ed dipgmpaoctsiibé e” t“coul d be conducted onl
medicine,” and “restri ctandaltyos ersa.n”d o nR astehde rt rti haa
fellow-professor right in Oxfordyblished nasty criticisms ofd our younger dvocates i

“ Socr at % AndthesGxferd tolleague, learning that | planned to videotape my
forthcoming Grand Round on ‘ Observer Variatio
wrote a letter of protest to the Chair of Medicine, stating that | was ajpéing to destroy the
tradition of confidentiality in Oxford’ s most
editorial i n the ‘Il eadi ng’ Lddeefiappeased undenaltitleCo mmo n
that employed the discriminatory Jim Crowth@ r i ¢ t ypi cal dvViderickhe Sout h
based medicindn its place".

Led by Muir Gray, my friends did their best to support and reassure me through this difficult

time. And | acquired a new champion in Richard Smith, the Edicmief at the Bitish

Medical Journal. Reassuring me that we were on the right track, he opened his journal to us

and proposed that we write a counter editorial, defining precisely what BRBsandwas not

Published in January 1996 we def i ne d bothBdvidgal clinEal expertise argl

the conscientious, explicit, and judicious use of current best evidence [of any design] in making
decisions about the care of individual pati en
clinical p r a cctoiockeb, 0 ocko, u”l da nndo tw absen ' “@nalysesmi t ed t o

®®GrahameSmith D. Evidence based medicine: Socratic dissent. BMJ. 1995;310:1126

®9As was my practice when my mentees were attacked by senior professors, | hauled the author into my office,

told him what | thought of his behavior, and threatened to throw him ddhe stairs if he ever repeated it. He
didn’t.

"Unsigned Editorial: Evidence based medicine: in its place. Lancet. 1995;346:785.

"Sackett DL, Rosenberg WM, Gray JA, Haynes RB, Richardson WS. Evidence based medicine: what it is and what it
isn't. BMJ1996;312:7%2.
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| credit this editial (which has received over DO citations to date) with initiating a sea
change in the opinions of all but the most reactionary of the British establishment. Destructive
criticism plummeted, constructive criticism rose, and their participation in what we were doing
soared (see Chapter-RIfor how our 18year goals were achieved in 4 years).

My spirits lifted, | got on with my work.
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Chapter lll-6: Why did you leave Oxford and return to Canada in 1999?

The reasons were 6:

lWe had exceeded all the:Oxford EBM Centre’s
As documented in Chapter-B8I, wi th far more EBM Center membe
had created more books, more journals, more EBM soféwarore workshops, more EBM

educational programs for students and house staff, and more widespread interest in EBM than

we could have imagined when we started in 1994. Both graduate programs were underway,

and excellent EBM centers in other disciplined baen launched.

2.1 was about to stop practicing bedside medicine
|l >d | ong been convi nc edre, bdusde interises bggandog e ment o f
deteriorate at age 65, and had long since resolved not to join them.

3.Iwasincreasingly dissas f i ed wi th my:role of EBM ' Expert’
|l had | ong held the view that * eeldpobtheirs’ i nevi
expertise, for Zeasons. First, their opinions and pronouncements about their field carried a

far greater persuasive powéhan they deserved on the basis of evidence alone. Second,
subconsciously (if not consciously), experts
field (presented in the grants and manuscripts they were asked to referee) were influenced by

the extent to which these new ideas challenged their prior expert pronouncements.

For these reasons, | had ‘resigned’” from the
8 0% dVatters were even worse for me as the EBM expert: | was considered a nice guy, and
colleagues who disagreed with my views were worried about hurting my feelings. Shortly after

our return to Canada | published my resignation from EBM in the/ Bitd with the exception

of these interviews, | haveBBMtsince.efereed, writ

4.1’ d become ambivalent about Oxford remaining
With so many excellent EBM centres being developed elsewhere, | wondered whether their
continuing devel opment might be stifdl ed by th
However, if | was leaving Oxford, any decision about the future of the Oxford EBM Centre had

to be up to those who remained, not to me, and | had to get out of their way. Fortunately, the
world-class clinical epidemiologist Paul Glasziou soon ariv@kford on sabbatical, and was

appointed Head of the Centre shortly thereafter. And at the time of this writing, the Centre is

in the dynamic ands of CarlHenegha, who’ d been one of our stude
beginnings.

"2Sackett DL. Second thoughts. Proposals for the health sciel@smpulsory retirement for
experts J Chronic Dis. 1983;36:545
3Sackett DL. The sins of expertness and a proposal for redemption. BMJ. 2000;320:1283.
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5. We missed Canada
We regarded the Canadian culture as more integrated, and were drawn homeward to it.

6. We missed our family and friends and our Irish Lake paradise
We were homesick.

So, after a series of touching public and private farewells, we came home in the cp1i9g9.
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Section IV: Back Home to Irish Lake: 1999 — 2015
Chapter IV-1: Why did you start the Trout Workshops, and what were they about?

Shortly after settling back home, requests started pouring in for me to give weekly lectures,

tutoring, and regularaminars at McMaster, the University of Toronto, and the University of

Western Ontario. However, our home, up on the Bruce Peninsula (that separates the main

body of Lake Huron from Georgian Bay), was a 5 to 7 hour roymtiom these universities. It

just didn’t make sense to drive for 6 hours in

On the other hand, we mused, might it make sense to have learners come up to us? Our

cottage on Irish Lake (a 2@&re, springfed, troutst ocked | ake from which w
gasolre) could sl eep 9 (to accommodate our 7 gr al
each summer). And, just 700 meters through the adjacent forest, our country house included a

large solarium that could serve as a classroom. Barbara enthusiasticatddibefeed us all

from her new, expanded kit@m, and we sent a prospectts friends and colleagues around

the world.

The key elements of Trout Workshops were 8:

1. Our objective was to help clinical epidemiology graduate students and new facultgigacre
their mastery of some principles, strategies and tactics of clipicadtice research into
(especially) therapy, but also into diagnosis, prognosis and etiology; and to help them grapple
with the challenges of career development and academic sucoedmicaipractice research.

2. Trout Workshops were held 3 times a year: January, May and October.

3. Applicants from any country submitted their protocols, from which | would select 6,
designate them “Trout Fel |l owd ¢coinmentaahd @ititignassge i n
about their protocols prior to the Workshop.

4. Trout Fellows found their ways to our cottage, settled in, and trekked to our house for dinner
and an evening session of orientation and brief presentations of their (previouslyfated)
protocols.

5. Duringthe next 2days, each Trout Fellow chaired and controlegkeneral sessions in which
they raised, discussed, argued about, and resolved the methodological issues that needed
solutions if their protocols were to succeed.ohtributed an occasional summary or example,
but they did most of the work.

6 . Meal s and i nfor mal sessions were spent res
about career development, wotlfe balance, mentoring, and any other topics they wished to
raise.
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7. And lafternoon was open for exploring the lake (in its liquid or solid state) and countryside,
and being introduced to rowboats, swim rafts, kayaks, snowshoes, ice skates and a nearby
tavern.

8. Tuition was free (we paid for the Workshops thrbuge fees | collected as an expert witness
taking on big Pharma).

Between October 1999 and October 2006, we held 17 Trout Workshops for over 100 Trout
Fellows from 5 continents. OQur Fell ows’ feed
protocols funde and underway, and agreed with us that the Workshops were both

intellectually stimulating and enormous fun. New friendships flourished among the Fellows,

and | continue to meet and correspond with dozens of them.
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Chapter IV-2: Why did you start the Clinician-Trialist Rounds, and what were they about?

When the Society for Clinical Trials (SCT) was formed in 1979, its PreQideMeinert,

invited me to join. | politely refused. The
RCT, whereasnas laboring in the contentious battlefields of frontline clinical medicine where

the RCT had t o c o’ptineipied expertd, and gpecial thierest gyoups in* 1

deciding which treatments ought to be provided to our patients (PubMed yietdy 2,478

“hits’ for *“randomi z e 81,645far 20044 reckanéddahe meettngsi , c om
ought to attend were the big annual clinical research meetings where | could debuAR@®dn

approaches to determining best treatments. Rathearthmeet with the converted at the SCT, |

devoted my efforts to my invited address on RCTs for the annual meeting of the premier North
American clinical research establishmént

By the time we returned to Canada from Oxford in 1999, the RCT had gairegtaate

(however grudgingly) among frontline clinicians and decisinakers, and | was delighted to

join the SCT and immerse myself in its friendly membership, wonderful science, and annual get
toget hers. However , i ttrialttsidits’'membéership,@endiDvesy many
D. Rosenbergf the NIH and | agreed to try to increase their interest and numbers in the

Society.

My contribution to our effort, supported wonderfully by Steve Goodman, the tkelitor of the

Soci ety’ s pfernaregual columm éedn 1shoot enough [<2000 words] to be
digested '‘at a single sitting’). Applying th
ClinicianTrialist Roundb e gi ns wi t h a * C-rialist (often at thegtart oftheira c | i n
career) faces a problem, either with an RCT they are designing or conducting or with their
careerdevelopment. The discussion briefly summarizes either the available evidence or the

opinions we gathered from a wordide net of trialists, ad closes with a resoluin of the

case.

Steve Goodman introduced the series thus

G/ 2dz2NISae 2F GKS AYAYAGlLotS 5F@AR {FO01Sdax ¢S
advice for the cliniciadrialist, a career path that has become increasirdgjfficult for many of

the reasons that Sackett attempts to address in this series. You will see that the tone and

content ofthe column, like its author, aiaformal, irreverent, wise, but overall, real. He talks

about the life and career management skilhat are needed to foster success in this field, in

which clinician investigators are desperately needed to assure that clinical trials are asking the

"*The American Federatidfor Clinical Research, the American Society for Clinical Investigation, and the
Association of American Physicians.
®Goodman S. On making clinical trials possible. Clin Trials. 2010;7:621.
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right questions, but professional, economic, and social pressures are making it increasingly
difficut ¥ 2 NJ 6 KSY (2 OK22aS (KA&a LI GK® 2KAES {I0O1Si
those early in their careers, this nearly-career trialist can testify that it is never too late to

receive it. Sackett has all the bona fides to offer such adwitenore importantly, an endless

wellspring of good humor and a passionate commitment to nurturing the next generation of

clinician researchers. | welcome him to our pages, and look forward to his jovially serious
gAaAR2Y 20SNJ I G tSI1aid GKS ySEG &SI Nwé

At the time of this writing in 2014, 27 Clinicidmialist Rounds (often jointly authored) had been
published:

1: Inauguration, and an introduction to tirmaanagement for survival. Clifrials 2010;7:749

51.

2: Timemanagement of your clinical practice ancgthing. Clin Trials. 2011;8:142

3: Priority settingor academic success. Clinals. 2011;8:235.

4: Whynot do an Nof-1 RCT? Clifrials. 2011;8:35Q.

5: Cointervention bias how to diagnose it in their trialred prevent it in yours. Clifirids.

2011;8:44062.

6. Testing for blindness at the end6/d$6. your t
7. Mentoring—Part 1. why every cliniciamialist needs to get mentoredClinTrials.

2011;8:7713. (with Sharon Straus)

8. Mentoring—Part 2: The structure and function of effective mentoring: linkage, resources,

and academic opportunite ClinTrials. 2012:12730. (with Sharon Straus)

9. Mentoring—Part 3: The structure and function of effective mentoring: advice and protection.
Clinical Trials20129:272-4. (with Sharon Straus)

10. Mentoring— Part 4: The essential attributed an effective mentor. Clifirials.20129:367-
9. (with Sharon Straus)

11.When your grant gets turned down. Part 1: remorse, anger and reconcili&iontrials.
20129:447-9. (with Peter Szatmari)

12.When your grant gets turned down. Part 2: Resurrect@inTrials. 2012:660-3. (with
Peter Szatmari)

13Ways to advance your career by saying
“ n o 'emal.GlinTrials2012;9:8068. (with Andrew Oxman)

14. Ways to advance your matreegayyy” rsdndis.ngnd nwt
2013;10:18%7. (with Andrew Oxman)

15. Ways to advance yourow aroe é&ratyb ¢ @d@dgy i ICd i ‘nn o
2013;10:34€8.

16. Mind your explanatory and pragmasttitudes!—part 1: WhatXClinTrials. 2013;10:498.

17. Mind your explanatory and pragmasttitudes!—part 2: HowZClinTrials.2013;10:633%6.

no’” F
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18. Should young (and old!) clinict#nralists perform singlearm Phase |l futility trials@lin

Trials. 2013;0:987-9.

19. Faux pas or fraud? ldentifying centers that have fabricated their dgtauinmulti-center

trial. ClinTrials.2014;11:12830. (with Janice Pogue)

20. Shouldn't 'trialistan-training' rotatethrough RCTlerkships? Clifirials. 2014;11:268.

21: The presenting complaints, diagnoses and treatments of mentorships in trouble. Part 1:
Dysfunctional mentorship meeting€linTrials. 2014;20:376. (with Sharon Straus)

22: The presenting complaints, diagnesend treatments of mentorships in troublBart 2:
Abuses of power. Clifirials. 2014;11:5081. (with Sharon Straus)

23: When an RCT’s Data Center fRecgatrda: drWhwerse 'vs
Waldo? Clinfrials. 2014;11:604. (with Janice égue)

24.Modernizing your introductory graduate course in clinical trials. Part 1: Commonsense
meets evidenceClinTrials. 2014 Dec;1681-4. (with Geoff Norman)

25. Designing an evident@sed introductory graduate course in clinical trials. Part 2: Applying
the evidence to your RCT course des@imTrials. 2015;131-3. (with GeoffNorman)

26. Sabbaticals. Part 1: Should | take a sabbat@ai?Trials. 208;12174-6. (with Sharon

Straus)

27. Sabbaticals. Part 2: I'm taking a sabbatical! How should | prepare @imitPrials.

201512:29. pii: 1740774514567970. [Epub ahead of print] (with Thomas Stelfox and Sharon
Straus)

The Rounds dealing with mentoring haween incorporated into the booklentorship in
Academic Medicinthat Sharon Straus and | published in 214

Feedback via letters, email, and conversations been uniformly positive (bwho would
write to me complaining that they hated the series?).

Writing them (especially with eauthors) has been enormous fun.

"http://www.mentorshipacademicmedicine.com/
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http://www.ncbi.nlm.nih.gov.libaccess.lib.mcmaster.ca/pubmed/24085773
http://www.ncbi.nlm.nih.gov.libaccess.lib.mcmaster.ca/pubmed/24096634
http://www.ncbi.nlm.nih.gov.libaccess.lib.mcmaster.ca/pubmed/25030023
http://www.ncbi.nlm.nih.gov.libaccess.lib.mcmaster.ca/pubmed/25030023
http://www.ncbi.nlm.nih.gov.libaccess.lib.mcmaster.ca/pubmed/25278229
http://www.ncbi.nlm.nih.gov.libaccess.lib.mcmaster.ca/pubmed/25278229
http://www.ncbi.nlm.nih.gov.libaccess.lib.mcmaster.ca/pubmed/25480539
http://www.ncbi.nlm.nih.gov.libaccess.lib.mcmaster.ca/pubmed/25633806

Chapter IV-3: Why did you (and your mates) become satirists?

| attribute this to the effectofday ong ‘reuni on’ hi kes along the
lain Chalmers, good English besippressed anger, the Christmas BMJ (which invited

humorous papers), and an amalgamation of our CanadiaericanNorwegianrEnglish senses

of humor.

Despite great progress (CONSORT and its progeny, registration of RCTSs, etc), there was still

plenty wrong with how RCTs were manipulated and how trialists weresadsabout by their

bosses. fiese problems were included in the panoply of topics we discussed during our jaunts.

Al t hough we’' d already contributed toecilede ser.
that it would be fun to collaborate ithe use of humor, irony, mockery, exaggeration, derision,

ridicule, scorn, and caricature to expose and criticize them and their perpetrators.

Authorship (sometimes including Dr. Trine Prescott, a clinicaltgesterom Oslo) shifted with
our interests and other commitmentd.contributed to 3 of the rants""®’, some of which
were re-published (sometimes translat&y in other journalsTwo examples will supply both
the flavorof ourrantsatt r ead e restothene s pons

HARLOT satirized the greed and
manipulation by those who profit from
distorting the conduct, analysis and
interpretation of RCTs by forming a new
company to help them achieve their
nefarious objectives. Andy and | authore
the piece (lairdeclined to be ao-author
because he maintair
not because oany dividends that might
accrue from the enterprise, which explain:
the* Wher e’ s Wal lopthéVa
conspirator to the left othe closing figure).

"Oxman AD, ChalmersSackett DL: A practical guide to informed consent to treatment. BO1;323:14645.

“Ssackett DL, Oxman AD. HARLOT plc: an amal gamation of
2003;327:1445.

Oxman, A. D, Sackett, D. L, Chalmers, I., Pre3c@tA surrealistic meganalysis of redisorganization theories.

J R Soc Me@005; 98:5638.

8 sackett DL, Oxman AD. Prostit S.A.R.L.: La fusion des deux plus vieux métiers du monde. Prescrire. 2004;24:302

6.
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Our offerings included:

1.EZeeme-Too Protocolsvith selective, norsystematic reviews, substituting placebos for
established effective treatment, unconcealed allocation to ensure better prognoses in
"experimental” patients, "minmax" manipulation of the competités product, incorporating
irrelevant surrogate and composite end points, and "shifting the goal posts" for "superiori
and "noninferiority";

2. immediate RCT approval (including uninformed consent) fronkthics Are Usutlets in
most shopping malls;

3.RATs (Research Administration Teawi®) would add efficacious eiaterventions to (just)
your product, and carry out both unblinded outcome assessments and repeated interim
analyses;

4.aFind the Pony Statistical Umitho would carry out subgroup atyses until they found a
statistically significant one thdavored your product and oventerpret any indeterminate
results in your favor;

5. aSAFHSay Anything For a Eunggnel of experts who would laud your product, write
guidelines endorsing it,ral referee any manuscripts about it;

6. assembling 8 CUMdf Sick Celebrities to Use in the Med@pet onto talk shows, into
gossip magazines, and at the front of parades on any issue;

7. aPPCT (Pay the Piper and Call the Toh@urnalists to mongeyour disease and laud you
product in the lay media;

8. anRCAF (Rabid Citizens Against Faxcfs) secretly funded ‘pat
attack any counteevidence that exposes your product as useless or harmful;

9. a squad 08HARKS (Striki horror and Retreat through Killer Solicitas$jo would threaten
nay-sayers and drugeview boards with frivolous but expensive SLAPP (Strategic Lawsuit
Against Public Participation) law suits;

10, ff. and so on, including rescue packages for exeauivm are caught cheating, etc.

The responses to HARLOT (in the BMJ Rapid Response column, emails, and letters) we
and humorous, and cul mi nat edt NIa i & (s t{e®!ad
French journaPrescrirenoted above.

Ou Wurrealistic megd y I f @aAa 2F NI RAiacudeH botfi judtificatidng fgr it
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1 There is need to hide the fact that an organisation has no reason to continue to exist.

1 It has been 3 years since the last reorganisation.

1 Avideoconfereicng system has just been purche
fund.

T The CEO's brother is an organisational

1T The auditor general’ s report is about

-and indicators of a successful redisorganisation:

All the good people haveft or become catatonic.

Inept people have been given tenure or its equivalent.

Important decisions have been postponed or are being made on aadynhim basis.

Resolutions have been mistaken for solutions.

The number of administrators has at least dal

Vast resources have been diverted from patient care, research and education and sp

relocating and refurnishing executive offices and supplying them with the flashiest bu:

machines.

T Administrators’ office wi merbywoungiosi lakes, an
oceans.

T Large consultancy fees have been paid

recruitment program).

= =4 4 48 -8 -

- all of which formulated the ABCD of any successful redisorganisation:

A minimum amount of thought has gerninto a maximum amount of change.
Brownian motion has been mistaken for progress.

Coincidence has been mistaken for cause.

Decibels have been mistaken for leadership.

= =4 4

And we closed with advice farell-functioning enterprises who wanted to avoid being
redisorganised:

1 Fake it, and only make it look like you are redisorganising yourselves

1 Shedule(budon’t hold) countl ess meetings.

1 Pagiarise, photocopy and distribute (on coloured paper) strategic plans lifted dut-of-
town redisorganizers.

1 Renametraditional sportinga d s oci al -beidieght s “t eam

1 Get on with doing your job.

Reactions to our redisorganization rant
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laughed until | cried, realized it was all true, and thmeallyc r i éund.th8 United Nations
Staff Association republished it in its ngetter!

We enjoyed the reactions to our rants, but our real fun was in the process of discussing,
debating, and writing together.
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Section V: My career as a Clinical Epidemiologist

Chapter V1: What or who inspired you to think that epidemiology could be useful for studying
clinical problems and improving health care? What and who encouraged or discouraged you?

The evolution of these thoughts and actions can be traced through sigméoa chapters of this
interview:

Chapters8 (med school) and4 (postgrad medical training) describe both my growing
dissatisfaction with the evidence that was being applied to guide the diagnostic and therapeutic
decisions of those days, and my grébut unsophisticated) attraction to the RCT as the best

way to decide about therapy. My views were tolerated but not encouraged at this stage of my
career.

Chapters-b (US Public Health Service) affd(Boston) describe my growing understandings of

classical epidemiology and biostatistics, my emerging thoughts on how they might be applied to
individual patients, and my decision to approprifte he term ‘clinical epi de
describe this new way of thinking. As reported therein, my views weveencouraged,

especially by Warren Winkelstein, Evan Calkins, and Brian MacMahon.

But the proof of this pudding occurred at McM
collaboration with Jack Hirsh and his wedidss thromboembolism group. Our growing

understanding of ways to extract greater information from diagnostic test reuéd to a

series of landmark papers on the diagnosis of potentially lethal deep vein thrombosis by signs

and symptoms, impedance plethysmography, blood tests, and ultraso@nd.our growing

sophistication in RCTs led to a landmark series of trials in the prophylaxis, immediate and long

term treatment, and prognosis of these patients. These studies set the standard of care for

these patients around the world.

Clinical epidenalogy had proven its usefulness, at least to us!

¥As noted previ ouespiyde mihcelihgegurad Wyadshn Ralil, andrifectious disease

epidemiologist, in 1938 [Paul JR. Clinical epidemiology. J Clin Invest. 193841]:336wever, his concept of

clinical epidemiology had a population rather than individual patientroieat i on and was designed
student at the bedside and lead him graduaiyayf r om i t . ”

82 Sackett DL. Interpretation of diagnostic data: 6. How to do it with more complex n@ithaJ. 1983;129:1098
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Chapter V-3: How did you get into medicolegal work, and what has it meant to you?

Medicolegal work foud me in the early 1980s whenof my medical students gave my name to

a prominent Toronto lawyer whthen challenged me to help him sue a major drug

manufacturer on behalf of a woman who had suffered a disabling stroke while taking their oral
contraceptive. The challenge was attractive for 6 reasons: the company had already bullied

her and brushed off ér request for a few thousand dollars to pay off her modest mortgage;

they boasted that they had never lost a suit like hers in Canada; | was aware of some promising
evidence on stroke risks from their drug; putting that evidence together could providesa g
experience for an elective student, Dr . Rut h
beneath an engaging imperialistic, bombastic personality; and both of us would work for free so
that the entirety of any settlement would go to the victim. lrosh) it would be worthy,
educational, and fun (indeed, | qui-tckilef "n)a.mzy
restricting my testimony to cohort studies (thus avoiding cresamination around my earlier
published cticisms of caseontrol designsand armed with drug inserts from the U.S. (which

warned users about stroke risks) and Canada (which did not!), we won the case and a
subsequent appeal and our plaintiff was awarded several hundred thousand dollars.

Learning of our success, shortly theitea a branch of Health and Welfare Canada asked me

(once agai thelpthpm posdeuderaarodp of flfffam artists who were
descending on unsuspecting farmers ‘to test t
calcium contentofrural har d water ,’ the charlatans woul d
by adding the Sulkowitch reagent to it and, before their eyes, precipitate a scary white cloud (or
even clot) of calcium oxalate. In shocked tones, the charlatans would scareltleithef the
farmers by telling them that their water was likely to give them cancer, gall stones, kidney
stones, arthritis, hardening of the arteries, cataracts, etc., &ttt that they could prevent and
cure these disasters by immediately purchasingphscenely overpriced water distiller that the
‘“testers happened to have brought with
coll eague, Larry Chambers, and | combed
caused, or disfiéd water cured, these maladies. At the conclusion of our courtroom
documentation of the absence of such evidence, the defense refused to-exassine me,
abandoned the case, and their defendants were put out of business. (Twenty years later, while
strolling through exhibits at an International Plowing Match in rural Ontario, | spotted a

suspicious pair of salesmen who were flogging water distillers to the passing farm families.
Fearing that 1 'd ‘bl ow’ my c oV ehidowsidelangg et i nt o
made Barbara go back and talk to them to see if they were the same outfit making the same
clams-t hey weren’t, and didn’t!)

m.

t he
the M

| found these cases worthy (little guys taking on and beating up big guys), educational (working
with junior coleagues and smart lawyers to identify and convert scientific evidence to
courtroom evidence), exciting (my courtroom battles of wits with defense lawyers), and
therefore great fun. However, my increasing clinical responsibilities precluded taking on more
of them until | retired from clinical practice at age 65 when we returned from Oxford in 1999.
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By then, both my motivation and the rules of
Irish Lake and | was resisting cordial invitations to commute weekB-8chours in order to

teach for just Zhoursat McMaster and the Universities of Toronto and Western Ontario. As
described el sewhere (see *Trout Workshops’'),
educational contribution in the form of thriegearly3day r esi denti al “ Trout W
held at Irish Lake. Because it was not in our nature to make money from serving learners, there

was no tuitionfee, and we were scrimping to make them possible.

Requests for my medicolegal input had changed, tBbey were now coming from large legal
firms with deep pockets, conducting multiple clasgion suits against bigharma and major
manufacturers. To my former criteria for taking on a case on behalf of injured patients | now
added a new one: whether thaw firm would pay me enough to support our Trout Workshops.
Fortunately, several were willing to do so, and they made it possible for us to support the
lodging, feeding, and education of 106 Trout Fellows.

But this generation of litigation became lesdress evidencéased and therefore much less

fun. Pret r i all “di scoveries’ -pickingBreolretersogationsairvy er s b e ¢
search of inconsistent language | might use to describe consistent evidence, and courtroom
crossexaminations became t etaang’ assaults from bevies of | a

introducing sightu n s e e n new’ and invalid evidence desi
Science became progr-basimebyg, ephdcedebgnt ahb
numbers of epert withesses who were willing to provide written depositions but refused to

appear in court. Finally, when we sold our house/eating place/classroom, stopped our Trout
Workshops, and moved fdime to our cottage, | quit accepting invitations to do all

medicolegal work.

Finally, to illustrate the opportunities for fun in testifying, even late in the game, | close with a

‘“Wal t ecomeéMirtutey episode from a soutmerinawy &r. icm
tag team had | ust -ehenseendaforeinelaimang tha ipveas an RCT d n
proving the harmlessness of the drug in dispute. | signaled my lawyer, who immediately

requested a recess, during which | studied the paper and established that it was not an RCT.

When court reconvened anddle monstrated his error, he stated
more days and show you dozens more papers on this topic, but the jury would probably want

to Iynch me."” I replied, “I would welcome th
andgo over these papers together.” Il replied,
l' ynching.” [ Pandemonium, gavel pounding, *“Or
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Section VI: My career as a Clinical Trialist.
Chapter VI-1: Why did the RCT become the primary focus of your career®>?

| suppose this process began wheraimeto the University of Illinois College of Medicine in
1956 where, despite its wetleserved high reputation, a recent therapeutic scandal was
smoldering (and occasionally bursting into flame#3.uhiversity Vicd’residentDirector and
famous physiciaiphysiologistDr. Andrew lvy (a renownedighysiologist who had

represented the American Medical Association at the Nuremberg Nazi Doctors Trial and
subsequently became Executive Director of Negtional Advisory Cancer Council and a director
of the American Cancer Societgad recently been accused of fraudulently defending the
efficacy of a quack cancer remedy, Krebiozen (which turned out to be simple cr&4tine)
Although none of my teachers@gme of whom were involved in attempts to resolve the
dispute) ever spoke of the scandal, there was an atmosphere of skepticism toward authority
figures around the place that fostered iconoclasm.

For example, by 1959 | had become a fiyedr medical stdent, and | once found myself
responsible for a teenager who had been admitted to a medical ward with hepatitis (this
episode is described in detail elsewhere, both in my answer to the question: Tell us about
medical school. What happened there, and hdiel it shape your later career?, and in an essay
| wrote for the James Lind Librdty). After a few days of enforced total bed resthe standard
management of the conditionhis spirits and energy returned and he asked me to let him get
up and around. felt | needed to have a look at relevant evidence to guide my response to his
request. | went to the library and came across a remarkable réofameticulously

conducted randomized trial had made clear that there wagjood evidence to justify

requiring hepatitis patients to remain in bed after they feel well. Armed with this evidence, |
convinced my supervisors to let me apologize to my patient and encourage him to be up and
about as much as he wished. His subsequent clinical course was uneventful.

Gathering momentum, during my pegtaduate training in internal medicine, the better |

became at diagnosing my patients’ il l nesses,
collective ignorance about how | should treat them, or whether | shoddttthem at all. |1 was
already caring for patients at McMaster when

8 Sackett DL (2015). Why did | becomeimiaibntrialist? JLL Bulletin: Commentaries on the history of treatment
evaluation (http://www.jameslindlibrary.org/articles/whyid-i-oecomea-cliniciantrialist/).

vy ACKrebiozenScience1951;1142856.

% Sackett DL (2008). A 1955 clinical trial report that changed my career. JLL Bulletin: Commentaries on the history
of treatment evalugion (www.jameslindlibrary.oryy

% Chalmers TC, Eckhardt RD, Reynolds WE, Cigarroa JG, Jr, Deane N, Reifenstein RW, Smith CW, Travidson CS.
treatment of acute infectious hepatitis. Controlled studies of the effects of diet, rest, and physical reconditioning

on the acute course of thdisease and on the incidence of relapsand residual abnormalitie€lin Investig
1955;34:11631235
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stomachs came into questi8f and priorto 196, t he ‘experts’ advi sed
symptomless diasta blood pressures <130 mHy).

Contemporary therapeutics was mostly based on clinical observations of treatments applied by
expert clinicians. But | came to the conclusion that there were 4 things wrong about the way

they were using their clinical observations in those daydeicide whether a treatment did

more good than har m; more precisely, | was wo
to make ‘fair comparisons’ of the effects of
worries both initiated and reinforced yndecision to devote most of my career to RCTSs.

Worry #1 | became worried that clinicians might preferentially give new treatments to patients
with better prognoses

One of myg’ "mastatileh Yy easthe AdenidingcChnic, whesed/aludtedn t
referrals from all over lllinois (who were seeking the free care we could provide) to determine

whet her they would be *good teaching cases’ f
Research and Educational Hospital. My surgical residdetigole taught me that they had 2
‘“general surgery’ services, and that they eva
on the ‘A Service’ (where he scrubbed) whil e
‘B Service.’ ttingy fort rdndomigaltion,avhep we ekaenindgd a pagent and

found them suitable for one of their comparative studies, my surgical colleague decided where

they went. Over time, | became convinced that he was preferentially admitting eligible surgical
patientswith sounder hearts, healthier lungs, and higher hematocrits to receive the new,
promising operations on his ‘A Service.’ Thu
therapeutic recommendations for new, untested treatments | received from myicaéd

attendings and consultants, and again concluded that, within the same illness, it was my
healthier patients whom they considered ‘good

It was decades later that lain Chalmers introduced me to the nedigig confirmation of this
concern. Il n New York City in the 1930’'s, ba
members with pulmonary tuberculosis were at high risk of dying from the disease before their

1 birthdays. Although the BCG vaccine whsady in use and touted to protect such infants, a

New York City public health team that included Margaret Satketas skeptical about these

claims and therefore carriedoutBC G * ¥ tnithaf's t ri al , public heal't
assignedatchesofar i sk newborns and told: “vaccinate h
spectacular: the risk of dying before thelf birthday was reduced by 80% among vaccinated

babies.

Inthe 29“ t ri al , ” however, t he d e ctakeniow ofthe b o u't whom

8Bunker JP, Barnes BA, Mosteller F. Costs, Risks, and Benefits of Surgery. New York: Oxford University Press, 1967.
8yeterans Administration Cooperati®tudy Group on Antihypertensive Agents. Effects of treatment on morbidity

in hypertension: Results in patients with diastolic pressures averaging 115 through 129 millimeters of mercury.

JAMA. 1967;202:10284.

%) do not know whether we are related, bubérewith claim to be her lontpst nephew.

%L evine MI, Sackett MF. Results of BCG vaccination in N&/Clp. Am Rev Tuberc. 1946;53:587
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physicians’ hands and was determined by dr aw
efficacy. The results were no | ess spectacul
before their £' birthday was identical beteen vaccinated and nevaccinated babies.

This presented the opportunity to determine how the physicians in theial (told to
“vaccinate half of them”) made the decision t
inquiry revealed that they were are likely to vaccinate babies who were headed for wealthier,

less crowded households whose family members had less severe tuberculosis. The BCG
inoculated babies had better prognoses before they were vaccinated!

Thus, @inicians often do preferentigll t r eat patients with better p
RCTs employed the *‘fair comparison’ strategie
treating clinicians) of the treatment that was destined to be given to the patient they were

considering arolling onto an RCT.

Worry #2. | became worried that compliant patients might have better prognoses, regardless of

their Rx.

My 1%'5 clinical years as student and pagtaiduate trainee gave me the opportunity to observe

and contribute tothe careofaew hundred patients, and |’ d kerg
treatments, clinical courses and outextc Asnes f ol
they accumulated, perplexing conclusions emerged. First, | was surprised to discover that

only aout half of my patients regularly refilled their prescriptions and took their medicine (it

was already ‘common knowledge’ that we physic
thought our patients were much better). Some of them simply disappearati{faose that

returned to clinic continued their poor compliance despite our exhortations and often

succumbed to their ilinesses.

Second, the rest of my patients who refilled their prescriptions on time and appeared compliant
not only had better prognose but appeared to achieve them regardless of whether my
treatments were supported by strong evidence (e.g., the early trials in complicated severe
hypertension), on the one hand, or by little or no evidence (e.g., the contemporary treatments
for coronaryheart disease), on the other. Looking more closely, | noted that they also were less
likely to be smokers, heavy drinkers, or overweight. Finally, and harking back t8§ mwd r r vy ,
they often were the patients wh'omf oy msew, ourst
treatments.

On the basis of the foregoing, | began to wor
for rosier prognoses, regardless of therapy.
compelling examples of this phenomenimnanalyses of placebo groups in RCTs. For example,
when the 1960’ s &oandomized npyocBrdial igfardfian suwvaies dot

915ackett DL. The tactics of performing therapeutic trials. In: Haynes RB, Sackett DL, Guyatt GH, Tugwall P. Clini
Epidemiology3™ Ed How to Do Clinical Practice Research. Philadelphia: LippMéitiams & Wilkins, 2006. 86.
%2 had entered patients into this trial when | was a house officer in Buffalo in 1966.
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placeboorlof sever al of-lowehng tgerdsetiten wleee 'hapressedda fidd a
drug that worked. B&r example, the &ear mortality for participants randomized to clofibrate
(20%) was no better than for those randomized to placebo (£1%)

Their hopes rose when they noted that 4 6f clofibrateassigned patients were taking less

than 80% of theirasgined meds, and they decided that a be
efficacy would be to compare the mortality of clofibrate roompliers with that of the

majority who were taking 80% or more of their clofibrate. The results were (temporarily)
encouragingg o o d ‘ a d h e rate hasl Substatiallg lbwerfpeabnortality than did

poor adherers to clofibrate (0.15 vs. 0.28RR = 39% = 0.00011).

However, the herestatistician of the trial, Paul Canner, carried out a similar analysis for

participant s who did and didn’'t take their placebos
‘effect on mortality (0.151 vs. @82; RRR = 46%;= 0.00000000000000047). The NNT to save

another life by faithfully taking the placebo was 10! And, in a major conidbub our (?nonr)
understanding -effehbhe, " complyi docemented that t
among poor placebo compliers could not be accounted for by the measures one might insert

into a ‘propensity s c o cteristics associatedhwithseac ase 40 b a
mortality. After this *‘propensity score corr
value from 0.00000000000000047 to a stMerwhelming 0.00000000073.

The investigators ¢ on cdusiotherdnalysesoimorsakty ifthen di ng s
clofibrate and placebo groups of the project show the serious difficulty, if not impossibility, of
evaluating treatment efficacy in subgroups determined by patient responses (e.g., adherence or

cholesterol change)tbo he tr eat ment protocol after randomi
Compliant patients do have better prognoses,
inherently toxic). And that’'s why our RCTs ha

unobtrusive compliance meages, intentionto-treat analyse%' , and keeping track of
everybody who enters thef.

Worry #3.1 became worried that patients who liked their Rx might report better outcomes
unrelated to the true efficacy of their treatments.

As clinical clerks on thaternal medicine servicave were encouraged to read thdournal of

the American Medical Association and the New England Journal of Medicine. For example,

“Influence of adherence to treatment and respe of cholesterol on mortality in the coronary drug project. N

Engl J Med. 1980;303:1034.

“Thus;;propercol ' analyses confined to compliant patients
when carried out by folks who know better.

% recently toted up the losse®-follow-up among the >12,000 participants from trials in which | was a PI-Bt co

and they amount to 0.4%. On the other hand, Michael Walsh and colleagues have documented that over 50% of
‘“positive’ R C Thave ilossesltodadlosup thag exgeeddhe finagilitysof thepositive result Walsh

M, Srinathan SKMcAuley DFet al. The statistical significance of randomizedtrlled trial results is frequently

fragile: a case for Bragilityindex.J Clin EpidemioR014; 67:6228).
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May of 1959 we learned fro@AMA about the %l few successful cardiopulmonary
resuscitations ad how the active ingredient in the Sabin polio vaccine rapidly spreads
throughout an institutional population, and the NEJM told us how to select patients for
“definiti v e duodenal gcers and Hfow we could ebitain rapid polio immunization
by injecting 10 mL of the Salk vaccine.

But the paper in the NEJM that made the greatest, lasting impression on me was the report
from a surgeon, Leonard Cobb, and his colleaguko had randomized group of patients who
were so seriously limited by anginthat the majority were unemploye®f Randomized to

what? In the decade before their RCT, thousands of angina pectoris patients had undergone
the "miracle operation’” of internal mammary a
previously coursingavn these arteries would be partially redistributed to the coronary
circulation). As repor tied d aomRleamtdee rer [Dd rgteisa |
pain that accompanies the major types of heart disease has been obtained in nearly 8@ of
several hundred operations performed to date.
anesthesia in just a few mites) became so popularthata g suggested: “1t s
surprising that between 1955 and 1960 there were still patients witljirza whose mammary
arteries were not l|ligated.” I ndeed, all 3
claimed their operations had i mproved or r
“subjects were i nf qpmaaduce haohbt baermproved to be of vallea t  t

many were aware of the entlsiastic report publishediRe ader s’ Digest . "’
Cobb’s trial patients had their internal ma mm
from their vision). After a ligaturead been loosely placed around these arteries, the surgeon
was handed a “randomly selected envelope” whi

tie off the arteries, or to remove the loose ligature and leave them alone. Thus, the patients
had neithe the choice nor the knowledge of whether their arteries were ligated.

During their 315 month followup by physicians who were blind to whether trial participants
been ligated, some spectacular results were documented: for example, Case #4, previously
unable to work because of his angina, reported almost instant relief and was able to return to

work. In fact, however, t arteries had not been ligated On the other hand,
improvement was 32% for the ligated patients and 43% for those wimemal mammary
arteries were not |igated.” The t fMinercostalt s con

space seem to be at least as effective as intemammaryartery ligation in the therapy of
angina pectoris.’”

Although internal mammariigation rapidly disappeared after thisand ¥R CT, t hi s *“
expectation bias”’

pos
has continued to haunt atte

%Cobb LA, Thomas GlI, Dillard,DMerendina KA, Bruce RA. An evaluation of interrhmaryartery ligation by
a doubleblind technic. N Engl J Metb59;260;11158.
'Ratcliff JD. New surgery for ailingheaRs.ader s’ Di ge42 . July 1957:1009
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present day, as we continue to debawth the eff
multiple sclerosis.

Patients who like their Ro report better outcomes unrelated to the true efficacy of their

treatments. That’'s why our RCTs employed (whe
detractors might think) blinding of trial patikns t o t heir treat ments, ‘ he
total mortality, and the “blind’ adjudication

Worry #4.1 was worried that clinicians who liked their Rx might report spuriously better
outcomes among patients who received them.

The nternal mammary ligation fiasco also hardened my worry that physicians writing
prescriptions might be as guilty of ovexporting their favorable effects as the patients who
filled and consumed them. Although the James Lind LiBtamgtes that the needdr the blind
assessment of treatemt effects was emphasizedyRars before | was boffi, the hardest
evidence that clinicians who like their Rx report spuriously better outcomes comes from far
more recent RCTSs.

For example, in a promising placebontrolled Canadian RCT of weekly plasma exchange,

prednisone, and cyclophosphamide among patgewith multiple sclerosis, gets of

neurologists were asked to determine treatment responses at 6, 12, and 24 nhths

Neurologists who were blind to the treatmenteported no difference in outcomes among the

treatment groups at any time. However, unblinded neurologists reported statistically

significantly improved outcomes for patients redei triple therapy at all llow-up

assessments.

Clinicians who likéheir Rx do report spuously better outcomesT hat ' s why our RCTs
outcome assessors whenever we can, draw concl
blindly adjudicate softer outcomes.

Finally, some 40 delightful years later, as | witntbgsemerging era of Comparative

Ef fectiveness Research and propensity scores,
which the proponents of observational studies of efficacy have developed steatagd tactics

for avoidingor overcoming these 4 arries that have forced me into hard RCT labor for the past

48 years. l ndeed, | "m curious as to how they
solved them.

%This treasure trove of reports and @sces on the fair comparison of treatments can be found at:
http://www.jameslindlibrary.org/

®Martini P. Methodenlehre der Therapeutischeimtersuchung (MethodologicatiRciplesfor Therapeutic
Investigatons) Berlin: Springer, 1932.

1% oseworthy JH, Ebers GC, Vandervoort MK, Farquhar RE, Yetisir E, Roberts R. The impact of blinding on the
results of a randomized, placelmontrolled multiple sclerosis clinical trial. Neurology. 1994;44206 Reprinted as

a Classical Article in Neurolo@p01;57(12 Suppl 5):S&L
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Chapter VI-2: What is the biggest surprise you’ve had in doing research?

My biggest syrise occurred attie end of Iof our earliest RCTs (indeed, the RCT ever

funded by the Canadian Medical Research Council). It nurtured my growing interest in bias,
caused lively disagreements with some of my RE&nds, and ultimately led to a chaagn the
CONSORT guidelines for reporting RCTSs.

We werejust finishing a 2&enterpanCanadi and u'mbhoyu b lfeact ori al RCT o
sulfinpyrazone, both or neither n preventing stroke or death am
suffered a transient isemic attack (TIA, or threatened stroke) we reckonexswlue to blood

platelet emboli. We had showfgr the 1*'time, that aspirin (but not sulfinpyrazone) reduced

the risk of stroke and death among these patients. We were elated with our primary rasdlts

already dreaming of a lead article in the New England Journal of Medicine.

There were just a few odds and ends to attend to. One of them was to follow the advice of the

RCT texts of the day and, before we gave them the trial results, applied aof-sihady
guestionnaire to our collaborating neurologis
had been succedgwsmmy’. ®dasi grdolwdd erandomi zed t he
drugs, to active aspirin and placebo sulfinpyrazone, éazglho aspirin and active

sulfinpyrazone, or to both placebos. Consequently, when we asked our neurologists which

regimen they thought each of their patients had received, they would have guessed correctly

for 25% of them on the basis of chance alone. Bigyincrease in this rate of correct responses

would be worrisome, and a statistically significant difference would suggest that our attempts

to blind them had failed.

As | described 30 years later in a Clinician Trialist R8tnd “ I f el t nyh eh ebaurltl”et e
whenourceP|l st atistician tracked me down on the w
guesses were, indeed, statistically significa

had in doing research was his report that their geesswere statistically significantly wrong!

The penny dropped when he showed me their predictions (obtained at that same time, before

we’ d broken the tm)abauttheefficacy af oud@t ufdoyr dirhuegs. They
that wrong, too! Most of hem predicted that aspirin would be worthless but sulfinpyrazone

would be effective. Thus, with a ‘“prior’ bel
fared well throughout the trial it was clinically sensible for their neurologist to sugpatthey

were on it. Similarly, if a patient suffered a stroke during the trial, it was clinically sensible for

their neurologist to suspect the double placebo or the aspirin they thought was probably

worthless. Our enabf-study test for blindness was pased as a test for (incorrect) hunches

about efficacy! We successfully explained the

5acketDL. CliniciafTrialist Round$s. Testing for Blindness at the EI
ClinTrials 2011:;8:67456.
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not to 1 persistently confused referee) and encouraged a series of RCTs into ever more
effective antiplatelet therapie$?

| revisited this phenomenon 29 years later after some old and new friends examined collections
of RCT reports and lamented that less than 10% of them included tests for blindness. Again

proposing that these t euwspss, "wednoebthedimlistsy , | now
(Stephen Sennhadargued “ The whol e p oi n-blinddrial isahatshare c e s s f ul
shoudbeurdb | i nding through efficacy.”), but, most
maintain the CONSORT Statement on how to reordomized trials have now come to this

same conclusion: “Regardless of the ultimate
might actually be tests of hunches on harms, sedé f ect s, or effi cacy.”’
revoked their previous e c o mmendati on to report “how the su
and: “In CONSORT 2010, we have removed mentio

”

been evaluated.

Finally, understanding this phenomenon reinforced and expanded my understapotias:

we blind our RCT participants and clinicianatoid or at least minimize 3 threats to fair
comparisonsthe contamination of the comparison group with the experimental treatment, the
unequal application of an efficacious-tdervention to exgrimental and comparison
participants, and the consciouslgr unconscioushpiased reporting of trial outcomes that
occurs when participants or their observers know the treatment allocation of the participants
they are assessing.

192The Canadian Cooperative Study Group: A randomized triifin and sulfinpyrazone in threatened stroke.
N Engl J Medl978;299:50.
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Chapter VI-3: Tell us about your involvement in Data Safety Monitoring Boards and what
you’ve accomplished in creating and improving them?

|l > ve been i nvol ve dntangtBbardD(®3IMBs) adiferenSvays,et y Mo
corresponding to 3 stages of my career: as a stde supplicant, and a chair.

1.As a *‘ st u yearbfpostgradnatenmainingn internal medicine in Buffalmi1965,
| admitted patients to the Coronary Drug Project Trial. It was an RCT of several drugs thought
likely to reduce therecurec e of heart attack a‘omen@SMBen who'

weren’t yet standard practice in that era, an
harmful (indeed, estrogen was found to increase recurrences), the emerging trial results were
reviewedby the trial’s investigators! My her o an

what a terrible idea this wa&®, and DSMBs gradually came into being.

2As a "supplicant ' -prin@p@linyestigatosin thedNASCET RCTthaa s a c o
tested expert surgical endarterectomy to see whether it prevented fatal and severe strokes

among patiefts with symptomatic higlgradecarotid stenosis® Following discussions among

all the investigators and statistical colleagues elsewhere, our superb biostatisiMayne

Tayl or designed and applied statistical ‘“warn
in each of 6 clinically relevant subgroups every month for 6 months). DSMBs had become

standard practice, and Wayne and | were designated to @iveonfidential interim results to

the 1created for our trial. However, we were deeply dissatisfied with its composition, for it

included individuals whom we felt might harbor financial or intellectual conflicts of interest.

We simply did not want toige them early, uncertain results. Accordingly, and with crucial
support from its biostatistical member, Byron
about trends unless and until they met our warning rule.

DSMB meetings soon followed a predigapattern: they began cordially during reports about
recruitment, followup, data completeness and quality, but exploded when Wayne and | limited

our confidenti al interim report to a single s
t r i g g Rredetdble members of the DSMB blew up, demanded detailed interim subgroup

results, and threatened to fire us unless we provided them; Wayne and | countered by

threatening to resign rather than give in; and Byron Brown led the coolihgrocess to the

point of grudging acceptance of our report.

Fortunately, our warning rule was triggered shortly before scheduled meetings of not only the
DSMB and Steering Committee, but also an international neurosurgical society. Our detailed
report led boththe DS and t he Steering Group to decl are
Thursday afternoon, and the Principal Investigator publicly announced its results that evening.
The next day, the National l nstitutes of Heal
dissemination and a recentkecruited control patient underwent carotid endarterectomy.

1%%Redmond CK, Colton T (Eds): Biostatistics in Clinical Trials. Hoboken: Wiley, 2001. P 241.
1%North American Symptomatic Carotid Endarterectomy Trial Collabor&ersficiaEffect of Carotid
Endarterectomy in Symptomatic Patients with H@hade Carotid Stenosi¥ Engl J Med. 1991;325:488.
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3.As a ‘hmaS MB : C adtdecade, tunirg wipich there have been thoughtful bdks
and synthese'$® concerning DSMBs (many now call themselves Trial Monit@amgmittees or
TMCs) | have chaired several DSNB®ulhave’ ve cer
introduced3 t er ms of reference’ to the ones | "ve <c¢ch

First, we never stop the trials we serve; surely that is a decision for folks who keaartiet

disorder and its treatment far better than the DSMB, and | consider it not only arrogant, but

stupid for us to make a unilateral decision. Rather, we unblind the Principal Investigator and
discuss the findings with heFhis policy has invariablgd to additional urgent followps, data
cleanups, adjudication completions, and the like, included in confirmatory analyses. Although

my DSMB charters include plans for resolving
had to invoke them.

Secad, my rules for the eligibility of DSMB members are stricter than most. | prohibit not only
direct financial interests (employees or stockholders of drug and device makers) but also
institutional (read NIH) and acadenmeputational (spoken or publishgatoponents or

opponents) interests.

Third, | discourage giving combined (experimental and control event rates combined into a

single figure) interim results to the investigators, as both thought experiments andvieeéd
experience has taught us thatsh s ame, ‘r osy’ i nterim combined
by an intervention that is useful, useless, or harmful.

1%E|lenberg SS, Fleming TR, DeMetata Monitoring in Clinical Trials: A Practical Perspedtieboken: Wiley

& Sons, 2003.
1%Clemens FEIbourne DDarbyshire JPocock SDAMOCLES Graupatamonitoringin randomizedcontrolled
trials: surveysof recentpracticeandpolicies Clin Trials20052:22-33.
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Section VII: My career as a Clinician

Chapter VII-1: What role has providing patient care played in your career?

When | designed my CliailcEpidemiology Unit in Buffalo in 1966, patient care was at its center:
“Clinical epidemiology is the application, by a physician who provides direct patient care, of
epidemiologic and biometric methods to the study of diagnostic and therapeutic progesses
order to effect anmprovement in healthA clinical epidemiologist is, therefore, an individual
with extensive training and experience in clinical medi€{iveho, after receiving appropriate
training in epidemiology and biostatistiayntinues to prowle direct patient care in [their]
subsequent caregr®

Providing patient care has remained the source of most of my research ideas and educational
efforts ever since. For example:

1.Probing my repeated fail ur es tpoessaresiwithrdads my h
led to the realization that the most common cause was not faulty pharmacology but low
compliance with their prescribed meds. This evolved into-§&20 collaboration (soon led by
Brian Haynes) in RCTs of compliaimproving strateges'®, co-authoring 2books™, leading
multiple symposia, and eauthoring a host of papers in peegviewed journals.

In the course of this work, we damented that getting labelethypertensivé doubled

absenteeism and decreased levels of psychologictifveeng among Canadian steelworkers,

even when no antihypertensive drugs were prescribédo surprise that these sobering

findings were unpopular among our more interventionist colleagues to the South; when our

RCT of ‘mastery | eafoundno gffect cm bompliancBhy phet &nSi bde
of hypertension told me our results were “sci

and when attendees at the annual gathering of the hypertension clan in Washington DC where

we' ' d repdretldac gt hed flexet s were asked for suggest
from the back shouted: “Tell those goddam Can
2. Familiamwith the presentation, clinical course, treatment, outcomes, and patittavia of

the gamut of disorders that | cared for, | became a valued mettagicalcollaborator in

197 ater expanded when colleagues from the other health professions excelled as clinical epidistsiolog

1083 acketDL.Clinical epidemiologyAm J Epidemiofl969;89:1258.

1% Haynes RB, Sackett DL, Gibson ES, Taylor DW, Hackett BC, Roldmts&SALImprovement of nedication
compliance in uncontrolled hypertensiobancet. 1976;1:1268.

"%Haynes RB, Taylor DW, Sackett DL, eds. Compliance in Health Care. Baltimore: Johns Hopkins University Press,
1979.

"lHaynes RB, Sackett DL, Taylor DW, Gibson ES, JohnismneAlse absenteeism from work after detection and
labeling ofhypertensivepatients.N Engl J Med. 1978;299:741

H12sackett DL, Haynes RB, Gibson ES, Hackett BC, Taylor DW, RobehissR®\L.Randomised clinical trial of
strategies for improving medicaticompliance irprimaryhypertensionLancet. 1975;1:1203.
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dozens of RCTs whose expert clinidtamcipal Investigators lacked methodologic expertise.
My clinical expertise regularly identified elements in recruitmergatment, followup, and
outcome assessment that required protocol modifications to both avoid bias and increase
precision (and get the damn protocol funded!).

3The NNT ( tneesedtos v mla & &n intenvention to prevent inore event)and

its derivatives wereconceived in our Coronary Care Uniday by Andreas Laupacis and me

when he was on sabbatical at McMaster and | was rotating through the Unit during my
‘retreading’ residency in internal miegdhiatc i n e .
my teaching of critical appraisal to *his’ ho
risk postMI patient with a betablocker. They insisted that its-§ear relative riskeduction

(RRR) for recurrent Ml of 30% demanded treatmevitereas he insisted that the patient was

at so low a risk of Ml recurrence (he reckoned about 2%) that he would simply suffer

unnecessary and significant treatment silects for an insignificant benefit. Talking our way

through his case, Andreas ahpliggled that 2% risk of recurrence with that 30% RRR and came

up with an interesting (to us) but not inflggible (to other clinicians) absolute riskduction

(ARR) of [(2%) x4.3)] or 0.014. But a few seconds of hesatatching and doodling revealed

that the inverse of this ARR (1/0.014 = 71) told us the number of theseid&vivI patients

we '’ d ne e dthaetakdlockeraotprewent Inore Ml within a year was 71 (compared

with just 17 high(20%) risk patients). We quickly decided that theicklly most useful way to
describe this was * t(NNTIoNagnendime td\peceedtdndre t o Tr e at
event,’” and the Chief was able to resolve his
than rank. Robin Roberts helped us underst#s statistical properties, and we published the

result in the New England Journal of MediciieRichard Cook (a statistician who had briefly

joined my clinical service) exposed our hilarious mistakes in bedside calculations as we tried to
adjust publisled data to fit the risks and responsiveness of our individual patients and showed

us easy ways to avoid theft, subsequent Fellows at McMaster started an international flurry

of other “Number Needed to X” for sng,eteeni ng,
people and patients for other useful purpos&s Finally, Sharon Straus made the giant leap of
showing us how to incorporate our individual patietgks with our patienvalues about the

relative severities of the bad outcomes a treatment mighttbprevent and cause. The result is

the highly useful “‘likelihood that we might h

3 aupacis A, Sackett DL, RobertsARSssessment of clinically useful measures of the consequences of

treatment. N Engl J Med. 1988;318:1738.
14Cook RJ, Sackett Olhe number needed to trea# clinically useful measure of treatment effeBiJ.
1995310:4524.

"°53uve MD, Sauve JS, Sackett DL. Number needed to treat; the next generation. Clin Invest Med 1993;16:B1

"8straus SHndividualizing treatment decisions. The likelihood of being helped or harEeal.Health Prof

2002;25:21e24.

Page82 of 104
David L. Sackett: Interview in 202815


http://www.ncbi.nlm.nih.gov.libaccess.lib.mcmaster.ca/pubmed/12026754

4.When | chaired the 1phase of the undergraduate M.D. program at McMaster in 1973, we

decided to implement our problerased, seldirected education program by presenting our
students with ‘packages’ that described the p
social situations, and clinical courses of 16 patients across the spectra of age, gender, social

class, and organ systemad®d on my clinical experiences, | drafted each of these packages and
polished them with inputs from 16 basic and clinical departments and interest groups (e.g.,

Women in Medicine).

5. By bringing departmental nealinical colleagues into the daily workrly in-patient clinical

team (and with permission from the nursing staff), | provided théhahhind exposure to the

content, context, and chaos of acuteatient medicine. The®icluster comprised a

statistician and 2 health economists, and we agreegdublish both our independent
‘*Roshomon’ observations of the exp¥®TrHaehnce and
‘“side’ benefitted from the other: tHrey report
acute care medicine; the statistician shesvus a much quicker way to determine which of 4

drugs we were giving to a criticaily patient were doing rare good than harm (stopping 2 at a

time, rather than }); and the health economists helped me begin the process of clarifying the
‘“terms wménenhglageween docs | ooking after sick |
global health resources that culminated in a dinner at the House of Lords in London and giving

the 1966 Annual Lecture to the Office of Health Economics at the Royal CollegesicfaPisyon

The D oEthical and Economic) Dilemim

This same clinical context was, of course, vital as we introduced the strategies and tactics of

both ‘Critfamd ‘ApbhachecdsaMedi cine at th® bedsi de
‘Eduoanl Prescriptions’ for finding and appr a
diagnosis, prognosis, and therapy were perfected in that milieu, and it was there that we

showed in 1998 that h#alitng (aolbahsnaeifdatereev bge
handhel ds) around the wards permitted my houses
educational prescriptions on the ward in the same timatth took them to fill just lby

trekking to the hospital librargnly 2 floors beneath our ward<.

"\walter SD, Hurley JE, Labelle RJ, Sacke@lidlcal rounds for noalinicians: some impressionsClin
Epidemiol. 199@3:6138.

"Sackett DL. The Doctor’'s (Ethical and Economic) Dil em
119Bennett KJ, Sackett DL, Haynes RB, Neufeld VR, Tugwell P, RobedstRilled trial of teaching critical

appraisal of the clinical litature tomedical studentsJAMA. 1987;257:2454.

1205ackett DL, Rosenberg WM, Gray JA, Haynes RB, Richard$ridai®e based medicine: what it is and what it

isn't. BMJ. 1996;312:72.

121sackett DL, Straus SE. Finding and applying evidence during aimicts: the "evidence cart".

JAMA. 1998;280:1338.
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6. Iltwas Educational Prescriptions about the precision and accuracy of bedside observations
that forced us to confront the sorry state of evidence about the precision and accuracy of key
el ements of the clinical examts’ Fdhradeypwanmnmplos,ed
for diagnosing chronic airflow limitation at the bedside (a common possibility among our
patients in Oxford), but that only a handful had undergone rigorous evaluation for their
reproducibility and validity. Moreover, most vadition studies involved a handful of clinicians
and a few dozen patients. Shar8iraus and Finlay McAlisterfdlows at the Oxford Center

for EBM, took on this challenge and combined their clinical expertise with the power of the
internet and created avorldwide consortium of cliniciad®who enrolled over 300 patients

within a month, and showed that laryngeal height, but neither laryngeal descent nor wheezing,
were valid markers for a FEV1/FVC ratio less than theefcentile (adjusted for patient helig,

age, and sexj>.

7.Finaly, in 2010 | initiatedClinicianTrialist Rounds each issue of the journ@llinical Trials

Eachofthe 2Roundp u bl i shed to date begins with®*a ‘cas
an educational opportunity?® or a @reer challenge facing a young clinictaialist.*** My

clinical career has been invaluable in creating both the style and substance of these columns.

Perhaps the best evidence | can present on the importance | placed in maintaining my clinical
competencynot only as a clinician but as a researcher and educator, is that, at age 49, | began
aZ2%vyear ‘retreading’ residency in internal me

122\1cAlisterFA,Straus SESacketDL.Why we need large, simple studies of the clinical examination: the problem

and aproposed solution. CAREOAD1 grougClinical Assessment of the Reliability of the Examinaiibronic
Obstructive Airways Disease Grolpncet 1999;354:1724.

123strausSE McAlisterFA Sackett DIDeeks JJhe accuracy of patient history, wheezing, and laryngeal

measurements in diagnosing obstructive airway disease. @ARD1 Group. Clinical Assessment of tHiikty

of the ExaminatiorChronic Obstructive Airways Disea3&MA.2000;28318537.

12%sackett DL. Cliniciafrialist Rounds. 5: Cointervention biakow to diagnae it in their trial and prevent it in

yours. Clin Trials. 2011;8:420

12%3acket DL. CliniciafTrialist Rounds20. Shouldn't 'trialistsn-training' rotatethrough RCElerkships? Clifirials

2013;11:2636.
1%85zatmari P, Sackett DL. Cliniefafalist Rands. 12When your grant gets turned down. Part 2: Resurrection.

ClinTrials 20129:6603.
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Chapter VII-2: How “evidence-based” are the treatments you have received and prescribed
for medical disorders?

The vector here follows the growth and ascendency of the RCT. On the one hand, the
contractures | developed from polio at age 12 were-pailed with wet towels and diathermy

as per Si s tegperimgngahprogounsementsn? years before the MiRGlished

their trial of streptomycin for pulmonary TEhe very first RCT to be published in the British
Medical Journal On the other, my nonvalvular atrial fibrillation at age 64 was nicely controlled
by amiodarone, the RCTs for which also correctlyned me about my subsequent possible
need for thyroid replacement.

Two of my mentotheroes, Archie Cochrane and Kerr White, used to argue whether the percent
of medical interventions that were evident®msed was 5% or 10%, but as a clinician it has
alwaysseemed to me that they had chosen the wrong denominator: surely it should be
patients, not maneuvers.

Accordingly, onDay #1 of mymont h ‘' on service’ at the John R
1995, the House Officer who challenged me with this goesivas shown how to answer it

prospectively for our admissions that month. Atevermpiat i ent s’ di scharge or
identified the main treatment we’d offered th
admission. He found thatver 50% of ou patients had received main treatments that had

been validated in RCTs, giving hinf'aalithored publication in the Lancet , giving a grand boost

to my teaching of EBM at the bedside, and initiating a flurry of similar audits of other clinical

services aother institutions.
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Section VIIl: Summing Up

Chapter VIII-1: To what do you attribute your success?

Although seHassessments are always imperfect and sometimes deluded, | think my 'success'
has been the result of the following 10 determinants:

1. A series of external events, over which | had absolutely no control, that forced fundamental
changes in my environment and opportunities. THRevas being drafted into the U.S Public
Health Service as a result of the Cuban missile crisis in't96@ 2" was being offered the
founding Chair at a new med school in Canada in ¥86and the & was being offered the
founding dir ec t'@enseddr PvidenéBasEduMedigine ih 99%1

2.1 think | possessed thability to identify a very brad spectrum of ways that | might respond
to these opportunities, many of which eluded the visions of other folks (I looked at what others
looked at, but saw what others didn't see).

3 and 4. also think | possessed tladilities to both identify young peple with starpotential to
join me in responding to these opportunities and to mentor them to stardom (and, in the
process, follow 2 elements of my hfghilosophy: 'be loyal to people, not institutions'; and
'serve the young:

5. The enduring, lovingupport, encouragement, and understanding of Barbara and our 4 sons.

6 and 7.The willingness of a few senior colleagues from afar (exemplified by Mike Gent) to buy
into my ideas and not only realize but improve them, and the devotion of a series camdse
effective professional assistants.

8. An insuppressible capacity for finding and injecting fun into everything | did (sometimes to
the distress of others).

9. The ability 'to become what | pretended to’b€&his one requires further explanatioAt age

32, | became the founding Chair of a new and novel department at a new and novel medical
school. | had completed my internal medicine training less than a year earlier, had written only
1 (unsuccessful) research grant, and was lead author on juséeal publications. But | had

2 things in abundance: intense fear about my new job and intense selfishness when it came to
my academic ambitions. | was terrified that no one would want to join my department, that |
would never be successful in obtainiresearch grants or space or other departmental

resources, and that | would be so busy keeping the department afloat that | would never have

2'This event was quickly followed by'¥ in which my former resident introduced me to Warren Winkelstein Jr,
who was looking for a USPHS draftee to join hisespidlogy unit in Buffalo.

12%The Department of Clinical Epidemiology & Biostatistics at McMaster University in Hamilton, Ontario
'%°The National Health Service Research & Development Centre for EviBased Medicine at Oxford University.
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time to achieve my academic ambition of becoming a principal investigator, lead author, and
famous researcher.

However, | was raised in optimistic pasW 1l times in an optimistic family, and had achieved
an optimisticrecovery from childhood polidMoreover, | had had enough clinical experience to
realize that it was important to behave in different ways arourifedent sorts of patients if |
was to help them: formal and respectful fquiet elderly maidenrladies (as was my nature), but
pretending to be rough and blunt arourgptuff steelworkers and stevedores.

| decided to try to transfer this insight and behawvio my new and frightening post. | began to
pretend to be an ideal departmental Chair: fearless, unselfish, and happy to achieve my
academic ambitions through the successes of others, not myself. | put on a convincing
performance. My colleagues in oapidly growing department marveled at my incurable
optimism as we applied for research funds, more space, and more staff. Moreover, | appointed
my junior colleagues to leadership roles as we dared to launchtrevér randomized trials of

the nursepractitioner, of aspirin for transient ischemic attacks, and of complianggroving
strategies in hypertensiorlthough | wrote much of their grants and often guided them in
executing these studies, they became the lead authors, not me. Over the next dbéade
pretended unselfish behavior started to become natural to me. It was my changing values that
made it unconsciously normal for me to relegate myself to junior authorship and, indeed, to
take my name off of papers when | thought my presence on it trigghuce the credit and
advancement given to my junior colleagues.

Nowadays | deserve my reputation for fearlessness and unselfishness. | have become what |
earlier only pretended to be. Along the way, | became enchanted by the writings and worldview
of Kurt Vonnegut Jr., and found a chilling confirmation of what | had done in hisNbottier

Night™°.

10. Finally, writings, mentees, colleagues, family and friends provide me all the validation and
recognition | have ever needed. | have twice 'resigfredh fields when | reckoned my
comfortable 'expert' status was retarding their development (compliance research if#981
and EBM in 19989, have turned down higprofile Chairs when | reckoned their prestige
outweighed their potential, and have declinedrarary degees when | knew of at least 1

person | thought deserved them more than | did (on those rare occasions Wizes |
succumtedto the latter, | typically open my acceptance remarks with the phrase "I am blessed
with colleagues whose opinionofme&i hi gher t han my own”) .

Y%http://en.wikipedia.org/wiki/Mother Night
18lsackett DLSecond thoughts. Proposals for the health scierteSompulsory retirement for
experts.J ChrorDis. 1983;36:545.

1325ackett DL. The sins of expertness aquioposal for redemption. BMJ. 2000;320:1283.
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My lack of pretentiousness is not only beneficial for others, but alferbenefits closer to
home:

a.lt prompts me to give credit and prominence to deserving others (e.g., by removing my
recognized name from their earsareermanuscripts, thusreeing them from my shadow);

b. It immunizes me against that ghastly disease of egomaaiactiuses such dreadful behawio
in many experts who, like fading staxig comedians, feel only as good as their last
performance, and trod on tiers (especially the young) as they desperately try to maintain pre
eminence.

c. It frees me from the burden of having to defend a former, abandoned field from its critics,
whether they be thoughtful or kooky; indeed, it frees me from even having to oead
acknowledge their criticisms. It is a delight to ignore them.
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Chapter VIII-2: What role has collaboration played in your career?

|l credit all of my scientific and educational
run a course on mywn or been sole author of any book or journal publication, save an
occasional invited editorial or letter).

I n clinical practice research, | don’t know a
to generate a valid, clinically useful resulidéed, in the & edition of our clinical epidemiology

book I wrote: “I1f you don’-principatiavestigatérthesameng f or
day that you start formulating your study question, you are a fool, and deserve neither funding
noraval i d answer . ” I r e c k #Isin mhreseancb ltheelincludedmtp o s it i

least1 biostatistician, at least expert frontline clinician, a pair of clinical epidemiologists, and
other experts (economis, behavioists, etc) as necessary, éaaccompanied by one or more
students.

The same holds for the design and creation of a successful department, education or research
program, medical school, or public organization that purports to serve the public health
(epi tomi zed b ya htohreadfthectectednd Goltalhoratow). |

My successful collaborations have had 4 elements. First, their objectives had to promise
important contributions to new knowledge and, ultimately, better patieatre. Second, my
collaborators had to be not omlknowledgeable but enthusiastically energetic. Third, we really
had to like each other and enjoy not only working but also playing together (for several years
our faculty, staff, and graduate students ran away Wednesday noons for a couple of hours of
co-ed ice hockey [no lifting the puck, and body checking only between consenting adults]
followed by a visit to a local pub).

Fourth, unselfish collaboration had to be rewarded by sharing the credit; a typical RCT provided
invited lectures and lead authorgs all across the collaboration as various members presented
and published not only its primary results but generated additional talks, papers and theses of
their own about the methodologic innovations they developed to pull it off, substudies, biologic
and clinical implications, and reviews (ultimately systematic). As a result of such transparent
recognition and reward, we avoided (or at least minimized) envy between colleagues, as every

c ol | a b @\vaad recoghition flourisheBrofessionalenvyovero|l | eagues succe:
publications, recognition, awards) has destroyed many a collaboration, and even some
depart ment s. Envious persons exhibit ‘“harmfu

i nformation with a octie tharwak aef mole likelyctmputitheradpwre o r
in public or spread gossip about them, and are less likely to contribute to collaborations or to
improve their own performancg®.

%3Can envy be a virtue? Taming the greyed monster at work.

http://knowledge.wharton.upenn.edu/article/casenvy-virtue-taming-greeneyedmonsterwork. 10 une 2014
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Chapter VIII-3: You’ve been reinventing yourself periodically and list 8 careers. What is that
all about?

There have been 5 reasons for changing my career:

1. Unforeseen opportunities that suddenly and unexpectedly arose and looked like too much
fun to pass up. This applied to offers from McMaster in 1967 and from Oxforthand
Cochrane Collaboration in 1994.

2Resignation from expert status. Because of
harm than good, | quit compliance research in 1982 and stopped writing and talking about EBM
in 2000.

3.Realizationofadefeincy. I n 1983 | was keen to teach ol
appraisal’ at the bedsi de. However, | reckon
becomeofd aotuet” since my residency training in th
becomea&-year ‘retreading’ medi cal resident, val.i

Physicians and Surgeons of Canada.

4. Logical progression. After my retreading medical residency, it was a logical progression for
me to become Physician-Chief atthe McMaster University Medical Centre.

5. Boredom. After being Physiciam-Chief for a few years, | simply became too bored to
continue, found an excellent replacement, and resigned.
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Chapter VIII-4: What was the funniest/craziest thing that you experienced in your career?

Being offered a Chair at McMaster when | wasBgear out of my chief medical residency,
with no research grants and ondy1*-authored publications (on irrelevant subjects).

Their foundation Dean, John Evans, wrote me a lebeefly describing the new school and

inviting me to come up for an exchange of ideas. | had never heard of McMaster, much less

John Evans, my family and | were happy in Buf
consented to the interview onlgecause McMaster was located just 70 miles away and it would

have been discourteous to turn them down.

Nonet hel ess, | made no att e nRyuedtians JomnEpAsr c o a't
posed at my T visit:

Q1:What sort of Department of Sia¢, Community, and Preventive Medicine should we have at
this new medical school?

Al:None!( “Unl ess every department insists on taki
and preventive issues that are relevant to them, you could never have atdega of SCPM
big enough to generate any wusef ul i mprovement

Q2:What sort of course in epidemiology & biostatistics should we teach our medical students?
A2:Nonel( “Unl ess clinically rel evantindgratedsintoof epi d
instruction in clinical skills, clinical pharmacology, therapeutics, and into every clinical rotation,

an isolated course in epidemiology and biostatistics would be as awful as it is everyplace else,

the students would hate the faculty,dn vi ce versa. ”)

|l didn’t know that they’d already reached the
already placing most of his faculty out in community agencies, and the Chair of Pediatrics was
already teaching mums of injured hemophiliac Kidsv to store and inject Factor VIII in order

to prevent hemarthroses and hospitalizations.
in epidemiologyor anything elsebut to provide selflirected, tutoriatbased, clinical problem

based learning imwhich medical students would track down master, and integrate information

across the entire range of pdinical and clinical disciplines.

In short, they mistook a hiphooting novice for a sage, and offered me the job.
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Chapter VIII-5: Were sabbaticals important to your career?

When we set up the medical school at McMaster, we recognized the importance of sabbaticals
and not only enshrined them in our policies but also established rules for their financial
support: 75% of one's university base salarg &t each clinical department's discretion) >50%

of one's previous year's billings. Generous-tgp funds were available from provincial,

national, and foundation fellowships, so that our family income was-malihtained without

having to ask for fimacial support from our hosts.

My 3 fulkyear sabbaticals were vital not only to my carseccess, but to our family.

Sabbatical 1: London, UK (HP€ and email)

We spent 1974 with all 4 sons in London, on a courtesy appointment with Walter Holland
(who had nominated me to McMaster 7 years earlier) at St. Thomas's Hospital Medical School.
Renting a rickety Commer campeain, we spent our 12 months unforgettably introducing
ourselves to the people, places, and histories of Belgium, the Netherlardsa@y,

Lichtenstein, Switzerland and France. Returning to a townhouse just north of Primrose Hill,
with the boys enrolled in multinational neighborhood schools and Barbara volunteering at both
as well as attending art school, | began riding my bicyaté @eekday into central London
(through Oxford and Picadilly Circuses, around Trafalgar Square, down Whitehall, and crossing
the Thames on Westminster Bridge) to the department's Lambeth building where | met,
learned from, and bonded with Doug Altman araihge wonderful Aussies (Les Irwig and Steve
Leeder) over houtong scampand-chips lunches. A high point was a leisurely visit at Rhoose
Farm with Archie Cochrane.

Escaping the obligations (my mentees and colleagues were already full collaborators in our
trials back home, and seamlessly took them over) and frenetic pace of McMaster (in that
halcyon preemail era, having my letters forwarded by sea rendered 90% of them irrelevant by
the time they reached me 6 weeks later), | had time for reflection and urgdiself

assessment.

The more time | spent reading the brisk, brief, frank, clear writing styles of my British clinical
(e.g., Douglas Black) and methodologic (e.g., Austin Bradford Hill) heroes, the greater my
dissatisfaction with my North Americarthargic, longwinded, fuzzy, and ambiguous offerings.

| set out to shorten, tighten, clarify and enliven mine by studying Strunk and Whitisents

of Stylé**and by writing/rewriting under the benevolent tutelage of David Sharp, then Deputy
Editor of tre Lancet. For example, David started with mywafid summary sentence from one
of our compliance trialsThrough a comprehensive, meitiedia array of educational resources,

13 Strunk W, White BThe Elementsf Stye. New York: Macmilla972.
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experimental patients mastered information about the definition of hyperteng®effects on
health, target organs, and lifexpectancy, the ability of anltiypertensive drugs to overcome or
reverse these effects, and the importance of lsggmpliance with these anltiypertensive
drugs.' As an alternative, he gently suggested, "Bavhy don't youreduce it by 80% argust

s a YOur pdtients learned a lot about high blood presSure

| then worked on my evolving short, succinct, informal writing style in a series of Lancet articles
with my host on whether and how screening miglat more harm than good, and to editing

and writing a book on the work that Brian Haynes and | and a growing group of investigators
had done on the magnitude, determinants, and treatment of low compliance with therapeutic
regimens.

In the process, | reaked that | needn't 'go to the office’ and 'do scieheeery day, and that my
time was often better spent at of London's excellent libraries, or at the National Gallery or the
British/Tate/Transport/War Museums, or at my writing desk back home.

And | fad the unfettered time to think about future paths for my career, and developed the
germ of an idea about how clinicians might think more usefully about evidence on the
diagnosis, prognosis and treatment of patients (that my friends and | subsequentidhelp
develop into ‘critical appraisal’).

But we also seized schabteak opportunities for family adventures: Christmas skiing in Austria,
spring meandering by car from Casablanca through Fez to Marrakesh and Tangier, and biking to
Brighton with our 2 oldr sons.

The benefits to my emerging career should be evident above. Perhaps more striking were the
benefits to our family, as described tyf our grown sons as he looked back 35 years at being
dragged off to a sabbatical year in London, UK when hel&as

"Sabbaticals were brilliant and very important for both the kids and the family. | will always
consider it one of the greatest opportunities you ever gave us.

As kids, you never wanted to go. THeauple of months are hard. After that, you newamt

G2 tSI@So ¢tKS ySEG wmn Y2yiKa 32 o0& (22 TFlLadao
There are 4 elements that were of extraordinary value:

1. A chance to strengthen family bonds. Putting a family in a situation where they are in

unfamiliar territory means that they have to stick togettaad rely on each other to a much
greaterextent.
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2. A chance to spend more time with the physician/parent whose schedule at home doesn't
always allow for as much time as anyone would like.

3. The chance to immerse yourself in the culture of a diffemety:this createsa level of
confidence and anbility to adapt that cannot be replicated, a critically important skill.

4. A chance to develop a level of understanding and empathy with other cultures that teaches
you that there are DIFFERENT waysaKitg at the world that are just as legitimate gsur
own.

Coming home is hard, as it is for most any-fgak" You havdecomeused to being ‘unique’,
and when you come home that goes away and you miss it for a while."

Coming home from this®1sabbati@l was harder for me than for the rest of my family. |

experienced moogwings, and my family noticed that, although | began our weekends in a

good mood, | grew quieter and shesmpered by Sunday evening. After several weeks, |

realized the cause: mgss of freedom of choice over how | had spent my days on sabbatical. |
decided to reclaim Mondays for my own, spent them in a dedicated room near the library with

no ‘phone, answered no mail, attended no meet
publication. Not only did my mood and disposition improve virtually overnight, but my

publication rate soared, and | subsequently maintained this policy for myself and recommended

it to my colleagues and mente€s

Sabbatical 2: Dublin, Eire. (still g€ and email)
We spent 1982 in Dublin with our 2 younger sons (whose older brothers were at universities
back in Canada), on a courtesy appointment with James McCormack at Trinity College Dublin.

Friends had found a'garden flat'l r i s h f orr t' rbefos tesmea Wittorian pnansion
along embassy row in Donnybrook, and although we were a short bicycle ride frdRivie

Liffey and the heart of the city, we immediately bought a grotesquely pink Hillman Hunter auto
and spent most of the summer elgping the Irish coast and inland and getting to know its
remarkable and friendly people, interrupted by a sitig to the island of Aegina in the Saronic
gulf near Athens.

The boys happily enrolled at Sandymount School, quickly joined a young peopialh,
and enjoyed the Dublin teenage nightlife. Barbara, who had become expert in the
development of research questionnaires and the training of interviewers sinceour 1

135%5ackett DL. Cliniciafrialist Rounds. 1: Inauguration, and an introduction to imanagement for survival. Clin

Trials 2010;7:74951.
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sabbatical, explored opportunities for formal research training and quicldgre a fultime
graduate student at Trinity. As a result, we happily exchanged roles and | stayed home to 'run
the house .

Adapting to this rolaeversal led fortuitously to an innovative agreement with my host that |
used (and later taught others to alyp) during this and my"3sabbatical: | had them select the

1 day each week in which | would arrive early, teach their graduate students, give seminars,
review protocols and manuscripts, lunch with whoever was around, meet with whomever they
wished, andprovide any other service they desired. But the atBelays were all mine, both to
run the house and to pursue my own interests.

They picked their seminar day for my appearances, so | got to know all of them and discuss and
debate our common interests. gave a few seminars that provoked useful debates, and

reviewed their ongoing research. It was also the day of a challenging biostatistics course for
their grad students, so | met with them immediately afterwards to demystify and consolidate its
practicd essentials. They could count on me to show up that day, and | could count on them to
ignore me on the others.

Those other days were spent in uninterrupted, unhurried sessions of writing and reflecting on
my future. It was there, in collaboration withi8n Haynes and Peter Tugwell back at
McMaster, that | drafted (in longhandthe PC was just aborning) & édition of our clinical
epidemiology text. And, as | wrote about how clinicians might improve their clinical skills, |
became increasingly disssfied with my own (with all my other commitments and duties at our
new medical school, my clinical practice had become restricted to exotic forms of secondary

hypertension). This discomfort was to lead to my takingupya2ar ‘' retreadi ng’ r e
internal medicine shortly after we returned home.
Il n the meanwhile, weekend jaunts to the count
older sons joined us for a winter holiday in the Canary Islands.
Thirty years on, our 3rd son summarized his adaloeut sabbaticals thus:

LT 282dzQNB (GKAY1Ay3 Fo62dzi I &alrool A0 |yR

follow the same rules we did. They worked for us, twice. Make sure they can speak
we2dzNJ yI GAGBS I y3Idzl 3S Btied. Maka e god €andgey R R2 y Qi
around town without a car. Take as many opportunities as you can to experience life

020K a | G2dz2NRadG FyR Fa | t20Ff o0é2dz aK2dz
glad you did it, and so will your kids, eveniftReg y Qi (St t & 2 dzo

Sabbatical 3: Oxford UK, Sydney Oz, and Auckland NZ. (PCs in hand!)
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All the boys off on their own, Barbara and | split @88990 sabbatical between Oxford (9

months) and AustralidNew Zealand (3 months), the latter on a Simm's Roykgg®Visiting
Professorship. From our Oxford base we immediately purchased a wonderfully eccentric
Citroen ‘“deux ¢ hevau xaneéroadswttiee Cotswaldstaedrexpldredt he s
the length and breadth of EnglarfscotlandWales. Weelends wee spent exploring local

history and regional countrysides with a welcoming walking group.

Affiliation with Nuffield College brought cordial and illuminating sessions with Sir David Cox,
and a welcome from the Clinical Trials Service Unit led to discissseld at varying degrees of
passion with RicharBeto (after 1of which he apologized in writing!) and at normal

temperatures with Richard Doll, Rory Collins and Mike Clarke. | came to treasure their brilliance
and friendship. | also spent time in theifleld Department of Medicine at the John Radcliffe
Hospital and with some of their medical students.

Wary about the resilience of the portable com
one died and wound up a boat anchor back in Canada) asidtte lead in generating the 2nd

edition of our clinical epidemiology text, this time with Gordon Guyatt joining Brian Hantkes

Peter Tugwell as eauthors

Having escaped the continuous, relentless demands of Physiciahief at the university

hospital back in Hamilton, | had time to think about possible futures, and began to wonder

whet her the assessments of evidence we’d achi
1 more giant step forward and translated into actions that cliniciamg patients could employ

at the bedside. (Carried home, our grogpspecially Gordon Guyatteventually succeeded in

this translation-baseédnamedcimne’.éyidence

We spent January through March in the antipodes of Australia and New Zeglaimd), a flurry

of presentations scheduled by our host and friend Les Irwig, but also finding time for a week at
Heron Island on the Great Barrier Reef and aayeay on the breathaking Keplar Track at the
bottom of New Zealand’s southern island.

Once agin, a sabbatical had provided vital free time to think, write, and ponder my future, all
in unhurried contact with stimulating old and new friends, new places, and new perspectives.
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Chapter VIII-6: Why is mentorship so important to you?

| def i nien g ‘apeapsssavhereby an experienced, highly regarded, empathetic person
(the mentor) guides another (usually younger or more junior) individual (the mé9tieethe
development and rexamination of their own ideas, learning, and personal and prinfieak
development. The mentor, who often (but not necessarily) works in the same organization or
field as the mentee, achieves this by listening or talking in confidence to the mé&ttee."

Mentorship is important to me for Zeasons:
1. The mentorship | redved was vital to my own career development.
2. My mentees report that my mentorship of them was vital to their career development.

It turns out that the scant evidenelease supports my contentions. When Sharon Straus
systematically reviewed the relevaliterature for our 2014 boolentorship in Academic
Mediciné>® we summarized it thus:

1. Academic clinicians who got mentored report greater career satisfaction.

2. Academic clinicians who are mentored get more research grants.

3. Academic clinicians wlaye mentored report more protected time for scholarly activities
and produced more publications.

4. Academic clinicians who are mentored are promoted more quickly.

5. Academics who are mentored are more likely to stay at their academic institutions.

6. A@ademic clinicians who are mentored report a greater belief in their ability to succeed in
academi ¢c medifdicme y( ‘)sel f

Even scanter evidence supports the conclusion that mentoring is good for mentors as well.

Surveys have reported that mentorile@n reinvigorate their interest, lead to personal and
professional growth, create satisfaction from
able "to give back’”, from providing support,
having the opportuity to use their mentoring experiences to reflect on their own careers and

skills.

But this evidence wasn’t around during the de
how did | justify it back them? After several years of mentoring and obsatsifigsually)

successful and (occasionally) unsuccessful results, | became convinced that the determinants of
succes®s an academic (defined in terms of principal investigatorship, lead authorship,

%91 the literature,protégéis a term that is sometimes used interchangeably birtd this term

pater/maternalistic.
13'Standing Committee on Postgraduate Medical and Dental Education. Supphtitogs and dentists at work:
An enquiry intanentoring. 1998www.mcgl.dircon.o.uk/scopme/mentor5.pdf

138 Straus SE, Sackett DL, Eds: Mentorship in Academic Me@eiined; Wiley Blackwell BMJ Books, 2014.
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promotion, tenure, career awards, honours, power, andudpat i on) were not “ac
(defined in terms of intelligence, theoretical understanding, mastery of a body of knowledge,

and teaching skills). Senclinicianinvestigators faibecau® they are crazy. Others falil

because they | ackeplarmad”dst @ hgaeg n eweatee “ipmpor t ant
their clinical observations. However, the range of their intelligence was so compressed at the

top of the scale that even if it were an important determinant, my attempts to correlate it with

success wereabmed. Furthermore, academic failure was common among those who did and
didn’t understand the theory and know the fac
Their ability to generate novel, imaginative hypotheses did play a role in the acadenessucc

of basic researchers | followed, but this rarely applied in pateEsed and clinicgbractice

research (where the hypotheses usually are common knowledge and often originate with
patients). Finally, I’ m c ontbeind @nice petsétnasta nobod
prerequisite for academic success.

What, then, did | identify as the determinants of academic success for the climeiastigators
| mentored? As described in our book on mentoring and irGlwicianTrialist Roundsran in
the journalClinical Trialsl concluded that they were three: mentoritig, priority-setting“*,
and timemanagement*",

In practie@, | incorporated the latter thto my mentoring functions:

GThe most important element of tirm@anagement for the acadeimsuccess of individuals in a
WNBEaSIFNOKQ FI Odzf & & ledslsprorectivgitimeititatiisispeyrdinglfod A RS |y
publication.When onservice, your total attention can be paid to the needs of your patients and

clinical learners. No timie spent writing, travelling, attending meetings, oatdéing non

clinical topic® 2 KSH{SBPX¥DSs¢ K2SOSNE &2dzNJ GAYS yR |
as possible to researchandn@f A Y A OF £ G S OKAYy I dé

139 Straus SE, Sackett Mlinican-Trialist Roundsvlentoring— Part 1: Why Every Clinicidialist Needs to Get
Mentored. Clin Trials2011;8:7713.

Mentoring— Part 2: The Structure and Function of Effective MeinigirLinkage, Resources, aidademic
Opportunities. Clifrials 20129:127-30.

Mentoring—Part 3: The Structure and Function of Effective Mentoriudyiceand Protection. Cliffrials20129:
272-4.

Mentoring— Part 4: The essential attributed an effective mentor. Clifirials 2012 9: 3679.
Mentorships in Trouble. Part 1: Dysfunctional Mentorship Meeti@isTrials 2014;11:37€9.
Mentorships in Troble. Part 2: Abuses of PowelinTrials 2014;11:50811.

199 sackett DLClinicianTrialist Rounds. 3: Prioyitsetting for academic succe&inTrials 2011;8:2357.

Sackett DLClinicianTrialist Rounds. 1: Inauguration, and an introduction to timenagement for survival. Clin
Trials 2010;7:74951.

ClinicianTrialist Rounds. 2: Tirmmanagement of your clinicgractice and teaching. Clinrials 2011;8:1124.

141
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G! G tSrad 2y 0SS SasméBte4listy 2y i Kaz @2dz Ydzad

[Aad I mY ¢KAy3a @2dzONB R2Ay3 y2¢ GKIG @2dz 6y
[Aad I mFY ¢KAYy3Ia @2dz2Q@S 2dzad 6SSy FaiSR (2 R?2
[ A4d0 1 HY ¢CKAy3a @2dzQNB y20G R2Ay3 GKIG &2dz gl y
[ A4d0 loY ¢CKAy3a etdodzdfiBedsiyAy 3 GKI G &2dz gl y

List #4: Strategies for improving the balance within your lists by shortening Lists #1 and #1a
6lldZAG FyYR NBFdzaSU0 FyR fSy3GdKSyAy3a [Aald Iw oad

The scope of my mentoring both widened and became more refinéudtiune, and eventually

took the form that Sharon Straus and | described in our bokkey additions were:

- greater organization of mentorship meetings, goals, and documentation of progress
-duplicate, *Dblind’” reviewmsof manuscripts and
-pr ot ecti ng my nroepnptoeretsy nfirtoine s“"dy s

- organized (rather than ad hoc) coaching on their presentations

- organized responses to their rejected grant applications and manusgcapts

- mentoring for promotion and job prospects

Since nedical school, | credit much of my success (and fun!) to having been mentored by over
20 individuals (progressively younger than me!), and continue to be mentored as | respond to
this interview.

Over the past 46 years | reckon | have mentored over 300iag@icademics, some for as little
as a year and others for decades. It has been the most fulfilling element of my career.

“Zstraus SE, Sackett DL, Eds: Mentorship in Academic Medeifued; Wiley Blackwell BMBooks, 2014.
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Chapter VIII-7: What are your most important contributions; which make you feel the
proudest?

[ | e a v guddgemy nost impottantecongibutions.

For my part, the ones that make me feel the proudest are 3:

1. The brilliant young people | taught and mentored, who have gone on to great academic and
clinical success and who have taught and mentored the next generdtionll@ant young

people, who also have gone on to great academic and clinical success and who have taught and
mentored the next generation of brilliant young people, ad (I hope) infinitum.

2My “Positive Skepticism” wrhtletcond codveritiansteat op a't
were dictating ‘sufficient clinical evidence’
with sounder approaches that continue to evolve.

3. My ability to translate, demystify, explain, promote, and popularize researethods for
answering clinically relevant questions for 2 main audiences:

- health/health care researchers (especially clinicians)

- health care practitioners (of any persuasion)
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Chapter VIII-8: If you could have done one thing differently in your career, what would it be?
What regrets?

Two regrets:

1. I would have struck a healthier welite balance earlier in my career. It took 3 sabbaticals

for me to realize that, a la Parkinsors , Lhadibeen inefficiently expanding the time | spent

working an academic tasks to the 9100 hours per week | could stay awake, cloistered in my

hospital and home offices. My family paid for it (despite occasional family excursions and
sabbaticals). By my 7th career at ac@ermior d, '
tasks in only 50 hours per week (almost none of it after 6 PM except when | was running a

clinical service).

2. 1 would have refused to spend my 5th career as Chief of Medicine at the McMaster Hospital.

To be fair, 20% of it was both worthy ahadh, immersed in bedside care and teaching, devoted

to improving patient care (establishing a rap&sponse General Internal Medicine Consult

Service that, inter alia, took over the pr@nd postop care of emergency orthopedic patients),

rescuing a suidal colleague, working with brilliant interns and residents (the pair of Chief

Residents who came to us from Ireland me every morning with their-tvord summary of

the state of the medical service: either *'gra

But 80% of the job wamiserable, trying to meet increasing patient needs and increasing

faculty demands with decreasing beds and money, and especially in spending far too much time

di sciplining a few misbehaving and thoroughly
friends butnotyoursukss peci al i sts’) who threatened to sue
when | documented their bad behavior or varied their privileges.
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Chapter VIII-9: What else would you like to say?

During my ? career Ispent an insightful week in @wnbia, much of it in whit&knuckle forays
careening along narrow dirt roads through its spectacular mountainous countryside. In
addition to my life frequently passing before my eyes, my hosts (who had just started to debate
whether and how they might imbduce clinical epidemiology at their med school) repeatedly
asked me for a similar reflection on my several careers and a description of the philosophic
principles that had guided them.

Borrowing Stoney Stallones’ @enfiiohiotgiiean sofdoepi
reflected back to see whether | could identif
careers that might reflect such underlying principleund 3

1. Be loyal to people rather than to institutions.

By loyalty to people | memcarefully selecting colleagues and students who share your
concepts of honesty, scientific rigor, social responsibility, and fun, and then supporting them
through both the good and bad times that occur during any academic career. Your loyalty is
testedwhen these persons speak out against current scientific or clinical dogma, and when
their dedication to the public good leads them to take unpopular stands on social issues.

Here are 2xamples of what | mean: In th& Imy loyalty to persons led me tiefend (and

shoulder some of the criticism directed toward) colleagues whose research was described as
“scientifically impeccable but socially wunacc
expert” clinical p r ded ine tc take on s@ne ofthesiormhoé r o c c a s
criticism directed toward a junior colleague when | implemented his proposal to keep drug
representatives away from our students. In both cases, | was willing to sacrifice, at least
temporari |y, megputatiproirpouder gorremairytfue tamycdoll@agues.

Furthermore, in both of these examples | had to reject loyalty to institutions. InYeade, |
damaged the reputation of the ““hrgtgiaiontyetmesi on e
drug indwstry was judged to have reduced their willingness to sponsor research at our medical
school. | could not serve both my people and my institutions.

On the other hand, in order to serve the public, institutions must constantly change to meet

S 0 c i ednging Beeds and challenges. But, because their resources (space, money, faculty
posts, etc) are limited, for them to give resources to new ventures usually forces them to take
some away from existing oneSstablished departments lose faculty positioestablished

research groups lose accommodations and access to bfidgkng, and the further growth of
established, effective academic programsastricted.Loyalty to their public mission forces
institutions to treat loyalty to individual people asawler priority. Institutions simply cannot

be loyal to all their members, all the time.
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The failure to recognize this institutional necessity often leads to crushing disappointment

among its members, especially toward the end of their careers. For dgaaffer decades of

“l oyal service” to one’s institution, to then
directorship, or even the simple preservation of research space because they are being

redirected to a new program, is an awful blow.

In summay, to maintain loyalty to individual people, one must inevitably g@erloyalty to
institutions. Likewise, to meet the changing needs of society, institutions must inevitably
sacrificeloyalty to individual peopld. havechosen the former path, andever regretted it.

2. Serve the young

Loyalty to persons, though often expressed in the support of colleagues of equal rank, is
epitomized in serving the youngest individuals who are just beginning their academic or
professional education or training. As$ highest level, it comprisdke provision, by an already
successful and secure academic, of 4 services to the young. First, providing the resources
(space, equipment, supporting personngalary and travel supplementthat are required for
launchirg a career, all giveineely and without obligationSecond, providing opportunities (but
not demands) in the form of a systematic exam
its potential contribution to the scientific development and acadendeancement of the

young. Third, providing frequent, unhurried, and safe opportunities for the junior colleague to
think their own way through their choices of educational experiences, areas of concentration,
the scientific and methodological challengesheir individual projects, the pros and cons of
embarking on a particular program of research with a particular set of collaborators, and their
development as social beings. As before this advice is offered as reflections on their choices
from a senior ctleague, not as orders to be obeyed. Fourth, the protection of the young from
needless academic buffeting and from the bad behavior of other academics. This includes
organizing the vigorous debate of their ideas, research designs, data, and conclasions i
supportive settings, and proving the vigorous defense of their career development against the
actions of jealous colleagues. The name often given to thesevices: resources (but not
obligations), opportunities (but not demands), advice (but not esjleand protection, is
mentoring. Not only has mentoring been found to be key to academic success fontie
receives it, but it also increases the reputation and professional satisfaction afvite

provides it.

3. You become what you pretend te.
| " ve di s Upricipleid Chagter Wl Bo what do you attribute
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Editor’s Postscript

Dave Sackett died M3, 2015, from his cancefle loved to teach ahsuppot students in any
way possible. The DavL Sackett Scholarship Fumas beerestablshed in his honor.
Donations can be made to McMaster Universityhis memory at thignk.
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