Eva‘uaung the quahty of epldemto!ogical studles

prdewolooxcal fmdmgs are’ only as good as. the studles that produce them To assess the quahty o? :

epidemiologi cal studies, readers should ask many rmcal questxons about thelr desmn and executxon mcmdmg :
- the Io‘lowmg =

Intervention ma\s =

W

erethe s\,bJects assigned randomiy to tne treatment and contro‘ groups7 -

Was randomization successful (tbat is, were. tbe Lreatment and control groups tmly comparable with respect to
important variables)? s =

@

Were efto*ts made to determine whether subjecs comphed Wlth the treatment proi:ocol7
Was compliance good! - : =

o =

» Were subjects kept bl nd _to their treatment a551gnment hroagn the use of a placebo or other n:'eans?
* Was bl linding successful (that is, were sub;ects unable to guess their group assignment correctly)

» Were the researchers } kept "blind" as to the subjects treatment assxmment"

+ Was the assessment of outcome blinded?

* Was the number of subjects large enough to yield statistica Ilv reliable’ results7

Cohort studies and nested case-control studies}

» Was the number of subjects large enough to allow effects to be detected?
* Was the follow-up period 1ong enough to yleld meaningful results? Teaaa

* Did the investigators clearly define the reference pop\ﬂa[lon from which the cohort was drawn7
s Were exposures and outcomes assessed by accurate and appropriate methods?
» Were exposure assessments repeated dunna the study to account for possible changes over ume7
* Were many subjects lost to follow- up? If s0, could this have affected the study outcome?

» Were data collected on potentlal confoundmg varmbles7 Were these vanables taken into account in the data
ana.ysos')
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s Did sufs1c1ent time elapse between the 1mt1a1 exammanon and the dxagnosxs of dxsease to ensure that metabohc

effects of disease could not have mﬂuenced bxologlcal vanables measured in the study7

-+ How were the. dlagnoses confirmed in the sub)ec:ts who developed the disease under mvestxgahorp
o It biological samples were collected at the outset of the study and stored for later analysxs, were suitable stofage -
 conditions used7 We*e all samples handled in the same rr\anner7 : — : '

'Case con‘rrol studles1 :

* Was the number of subJects large enough to allow effects to be detected7
* How was the diagnosis confirmed in the cases?

Were exposures and outcomes assessed by accurate: and appropnate methods7
9

Were the rates of pamcxpatxon inthe study (by both potentlal cases and pofenual controls) hxgh7 lf rrot could tnls
have influenced the study outcome7

Were controls selected from the same population that yielded: ilie cases?

V\rere conirols comparable to-cases in all respects other than those under 1nvest1ganon7
as information collected in the same way from cases and controls7 =

Did the’ subjec.s themselves provxde the exposure data or was it necessary to resort to proxy respondents7
+Did the assessment cover an appropriate time ‘rame7

Were interviewers blinded to the subjects’ case ot control status7

» Did the researchers ﬁonmder the possxblhty that metabolic effects of dlsease could have mﬂuenced measurements

such as blood pressure or blood nutrient levels?

Wes the purpose of the study defined beforehand rather than after the data were collected7

Studies (of any ‘design) that showed a statlstlcal assocxatlon between an exposure and an outcome

Could the association ha\ /e been due to chance7
Could the association have been due to bias?

¢ Could the association have been due to confounding?

Is the association blologlcally plausible?

B

To whom does the association apply7

Isthe association likely to represent a cause-and- effect relat:onsh1p7 (See
for assessing the likelihood of causality e

Table 2 for a further discussion of criteria
Studles (of any demgn) that did not show a statistical association between an exposureand an
outcome ' = ‘ S

* Did the study have the power to detect a clinlczllly or biologically.éigniﬁcan; effect if it were present? -
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- * Were the questonly ang methods dearly sated]
| ',Were_comprehénsive:seérch methods used to locate televar studies’- e =
0 e éxplitit.ahd 2ppropriae methods used to determing which e o inchude inthe revien?
o s the n{éthodol'ogic Quality ofthe primary stugies awsed! » .  - e

. Were the sélectiph"and assessment of he pi“imary_studiesr reproducible and free from bias! :

-+ Wete iferences inindvidul study results adeqately explained) = A

-* Were the resuls of the primary studies combined appropriately!
2 0 . I . <
- Were the reviewers conclusions support

edbythe datacited?
1. Recemly, 4 group of epidemiologists developed a quamltéti_Ve Scoring system 10 judge the scientific quality of-case-control and':cohon
', studies of nufition and disezse, Inthis system, case-contol studies are scored in three arees (dietéry’ assessment, rec_ruitmem.'of' Subjects and:
- analyms) and cohort studies are.scoréd infour areas (di.etary assessment, definition of cohort, astertainnie’nt and analysis). For more: -
information on this scoring system and s application ses Mérgetts" BM,:_Thd'rnpson,Rl," Key Tetal Developmenl ofa sébring-s'ystem 0 judge
- the sienfic qualty ofirfomato oy casecontl and cohort studies of nuiiion and disease, Notion end Cancer 24.231-239, 1985, _
L. Formore information se Friedman GD,-Primer_of-.Epidémioldgy,'4th ed. 0 NeWYorkiMcGraijill,»11994), ol e
3. For more ormaton see Sackett DI Haynes RB, Guyat GH, TugueltP Cliica EpidemioiOgyﬁA Besic Science for Clinical Medicine, Zng
ed.(©Bostoni[ittle,Brown'&Company,-_1991},p380., e = = :
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