Rating Form for Physical and Biological Constr ucts (Pathologiesand | mpair ments) and their
Implications for Diagnosis, Health, Function, and QOL

Scale Name

Name “!*

Female Sexual Function Idex (FSFI)

Constru ct
Explain the general construct being measured, emphasizing content in plain English. Provide the author’s
labels and describe the nature of items if not clear from the labels.
Measures key domains of female sexual function. Was originally designed to assess sexual arousal disorder.
Subscales / Biological processes can also have multiple aspects. Note subscales, dimensions, or parameters measured,
parameters using labels of author. Brief introductory description only.
measur ed

A 19 item, multidimensional, self report instrument. Responses are based on sexual activity within the past 4
weeks. Six domains include desire,subjective arousal, lubrication, orgasm, satisfaction and pain. A full scale
score can be calculated from the domain scores.

Administration

Ty pe/ mode/ Describe type or mode of test, including equipment involved, nature of samples collected (if any), etc.

equipment . . . . .. L
This is a self-report instrument which takes about 15 minutes to completed. It is intended for use in clinical
trial and community populations of women.

Perfor mance? Is substantial/maximal performance by the person required — or moderate involvement vs. passive

acquiescence?

The person indicates their answers based on their sexual performance during the past four weeks.

Language/multi-
cultural issues

Record any information relevant to special language/multicultural or gender issues. This is particularly
relevant if the test requires involvement or performance by the person, especially if accurate comprehension
of the task is a concern.

Only available in English language.

Burden/risk

Inconvenience, discomfort, risks, # tests, expense, time to administer, special equipment, training required or
available.

Relatively easy to administer. Only takes about 15 minutes to complete.

Population Applicability

Describe problems/ groups and settings in which the scale has shown utility according to published sources.
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Able-bodied women with and without sexual dysfunctions

Extent of Usein SCI

Extent of use in SCI: None/virtually none, A Few (e.g. 2-4), Many (e.g. 5-10), Extensive use (10 or more)..
Judgmental rating for 5 year period 2000-2004. Judgmental rating. Studies not used at least 2 times should
not be reviewed (unless there is no good alternative or other justification provided by the author.)

Virtually none

Norms Report whether norms are available and exist for SCI, the general population, or other relevant population,
and other relevant details (e.g. age/gender adjusted? With regard to level/completeness of injury?)
No norms in SCI

Comment Comment on comparative use in SCI and other populations. If the measure was developed primarily in

another group, comment here. If this measure was developed outside of SCI, is it promising in SCI?
Comment on applicability to SCI or to subgroups in SCIL.

Measure was primarily developed in able-bodied women

Reliability / Reproducib

ility and Bias

Reliability,
Reproducibility

Reliability and reproducibility deal with random or erratic variation in resulting numbers. Usually we
areinterested in obtaining a stable number that characterizesthe person. Valuesmay vary asa
function of environmental factors, instr umentation, and moment-to-moment changesin the per son
being assessed. Report standard error of measurement (SEM), signal to noise ratio, or other reliability
statistic.

Reproducibility is measured by a test-retest procedure. Measurement Error (ME) and other reproducibility
statistics may also be reported (e.g. Lin’s Concordances Correlation Coefficient for accuracy of equal interval
ratio-level measures.) Test-retest procedures may be employed or random variation from a gold standard
measurement. Reliability and reproducibility are tested in situations in which no actual change in
patient/person impairment/ability is expected. Cross reference to sensitivity to change section. Other.
Record/note what you think or the author reports as the most important statistic or fact.

Initially validated in a sample of 128 heterosexual women with fsad and 131 age-matched heterosexual
healthy women, aged 21-69.'Internal consistency was high, as all domains had Cronbach’s alphas above 0.82.
Test-retest reliability was high over a 2-4 week period, ranging from 0.79 to 0.86 for the domains, and 0.88
for the full-scale score.

Bias

Bias means some factor produces a systematically high or low value that is not accurate. Note reports of
biasing factors (e.g. higher scores in morning, sensitive to temperature, or other factors that could bias
results). Personal characteristics, environmental changes, or other factor can also influence results
systematically

As this scale looks for information about sexual activity that has occurred over the past four weeks, there
could be bias if subjects were not sexually active.

Senstivity to Change

1. Report evidence of change in scale in published report, emphasizing change relevant to interventions in
SCI. 2. If available, report test-retest reproducibility (e.g. ME (measurement error) or CVyg, or other
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reproducibility or reliability (e.g. CI for true score based on standard error of measurement or SEM). 3. Other
reports of sensitivity or insensitivity to change that should really occur but which is not picked up by the
scale..

Has not yet been evaluated for its specificity to treatment —related change. Could be a problem if subjects
were not sexually active and then became sexually active, similar to the IIEF.

M easurement
range/ceiing/ floor

Report indicators of limited measurement range (ceiling and floor) that may be significant, e.g. does not work
for wheelchair athletes, who go too fast. - If possible report and highest and lowest level of measurement. -
Distributional indicators can be relevant, e.g. 75% of patients are maximum score on the test.

If subjects do not have any sexual activity during the previous four week period there will be difficulty
obtaining information.

Validity

Analysis
Framewor k(s)

Physical quantity, diagnostic/screening validity (per AAN/Cochrane), conceptual development, (alternatives
include Rasch, IRT, and classical frameworks but are infrequently relevant for biological/physical measures,
unless they involve subjective estimation of a physical property, e.g., strength.).

Criterion-ori ented
validity: technical

Most measures of biological or physical constructs require validation at a technical medical/biological level;
significance in terms of the person’s life goes below. Report prediction with a "gold standard" or the most
important technical predictive/criterion validity figure(s). AAN and Cochrane employ this if there is a gold
standard; describe nature of criterion. Relevant statistics to look for include: accuracy, sensitivity,
specificity, and positive (or negative) predictive value, or ROC (receiver operating characteristic). If the
study involves diagnostic or predictive accuracy, please comment on whether the study employed a wide or
narrow band of patients/participants and whether the population is similar to that seen in clinical practice or
similar to the general population of persons with SCI. (Some authors simplify the predictive problems by
excluding hard-to-diagnose patients. “Pre”-diction here should usually be of a future event, preferably a “gold
standard” or other important criterion. Discriminant validity could also be reported. Does the scale
distinguish between two outcomes that need to be distinguished (e.g. differential diagnosis)? Al predictive
coefficients and relationships need not be reported. Choose the most important one(s).

Significantly lower scores were reported by women with female sexual arousal disorder in all domains and
overall, demonstrating discriminant validity. The largest differences between the groups were in the domains
of lubrication and arousal.

Another study showed the FSFI subscales and full-scale score discriminated reliably between women without
sexual dysfunction and women with female orgasmic disorder.”

Discriminant validity was further established in women with hypoactive sexual desire disorder, sexual pain
disorders,and multiple sexual dysfunctions.®

Clinical utility.

Also called prescriptive validity and consequential validity. Do decisions in clinical practice hinge on the test
or measure? This is a concrete way of asking whether the measure is clinically significant. Note or rate
extent of use in clinical practice per expert knowledge: not used, rarely, occasionally, frequently, very
frequently/routinely. Comment if possible.

Has not yet been used routinely in clinical practice. Theoretically would be useful to determine the effect of
intervention on female sexual function.

Other validity

Divergent validity was established via comparison with the Lock-Wallace Marital Adjustment Test.*
Correlations between the relevant domains on these scales were of modest size, ranging from 0.19 for the
desire subscale, to 0.57 for the satisfaction with partner subscale, in the full sample of FSAD patients and
controls. The full-scale score yielded a correlation of 0.41 with the Lock-Wallace Marital Adjustment Test."
Expected levels of association between the theoretically related constructs of sexual function and marital
adjustment support the construct validity of the FSFI. The second validation supported these findings
regarding the divergent validity of the Female Sexual Function Index with the same comparison scale.
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Overall Ratings

Of validity, incorporating reliability.

Overall Validity in
Similar Population

Rate quantity and quality of study results supportive of the construct when applied in similar target groups,

e.g. other patients with pain or with paralysis. This is an experimental overall rating of validity. See scale

below. Do NOT review non-SCI scales unless they have been well validated in the other target groups and

they are potentially valuable in SCI: that is, skip ** and below.

*** = Content and metric reliability and validity shown. Formal reliability and substantial validity shown
with substantial use in non-SCI groups.

(****= Very extensively validated and widely used. (e.g. SF36 or SIP for primary care, McGill Pain

Questionnaire).

*ok

Overall Rating of

Experimental overall rating of evidence demonstrating approprateness for use in SCI studies/clinical trials,

qua| |ty in SCI including reliability and validity and other relevant chracteristics. Rate quantity and quality of study results
supportive of application in SCI.

* = No formal validity/reliability published, content inappropriate — do not review).

* = Questionable or insufficient. Little or no formal validity or reliability support, or questionable content
for SCI. Development is required for application to SCI.

** = Minimal validity. Apparently applicable content with good validity/reliability in SCI, but little use in
SCI. Or used in SCI, but some limitations shown. Further development is desirable.

*** = Content and metric reliability and validity shown. (Widely use outside of SCI, with formal studies/use
in SCL.). OK to use in studies, although checking of assumptions or small improvements may be
desirable to further improve the measure (e.g. classical measures would benefit from IRT or Rasch
analysis).

****= Extensively validated and widely used. (e.g. SF36 for primary care)., Few scales, if any, in SCI
would be rated at this level. (CHART?)

sk

Comment Comment on validity in general. Does the scale have construct validity, as indicated by a complex predicted

pattern of theoretically expected relationships, free from confounding? Is it highly validated in other groups?
In SCI?

How applicableisthe scaleto SCI studies? What are biases/problems? Does mor e measur ement
work need to be done? What?

This scale appear sto be appropriate for usein SCI to document the effects of injury on sexual function.
However, thefloor effect of requesting sexual activity during the prior 4 week period might be
problematic and it might be necessary to restrict the use of the index to women that have agreed to be
sexually activity on aregular basis.
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