DCCT Data Set Documentation: Form 48

Form 48: Family Understanding and Expectation Interview

Purpose: To assess the potential support for or obstacles to a volunteer’s participation on the
part of family members or friends.

Collection Schedule: Eligibility screening only.
Data Set Name: F0481

Structure: One record per patient.

Size: 1298 observations of 29 variables.

Known Anomalies: This form was not obtained for patients who attended their screening visits
alone.
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i
. Family Understanding and Expectation Interview

This interview is to e given by the elinie eoordinator te sy forily menders or friends vhe mo baous
aceompamied the sullect to the elimie, It should be given after the cssessment of the behavioral tarne,
The sudject should not be present during this cnterview of his/har formily or friends. :

Phy intervies is used (1) to assess the fomily"s/friend's wnderstimiing of the trectmeniz wsel iv iy
trial, (2] to gazertair. whether they have a atrong preference for the sutjest being oseigmed to ome Trezzven:

cuer the other, ad (2] to determine vhesher they have awy indcourcie or wnreclisgtie azTpsctations regariin:
the risks, tnconveniemces and benefits that may resulr from the sulject’s pariiciparion.

Nost of the questicms provide space for vrite-in respomaes ot wvell oo miriplesehoioe ohesi-lorer, Th:
Coordirating Cerier eav tebulate omly the chesk.bas items, so be sure ther thece agre comoeted, butl tr, i:
guoisd wsing thew 2o Supgest ansvers 1o the intarvicees. Serd @ oompleted copy of this form e tie Dosriivazi
Covier in the weekly forms wmoiling. :

A, JDENTIFYING INFOPMATION
CLINIC 1. Clinfc Nomber ED s
3. Can you tell me how Tnsylin will be

PA“ENTZ Patient 1D Number I:ED]: re11 used in the Experimental Treatmert

Group?

JITIALS B’ Patient's Initials l:m 1r-3s Theyr should srate tha.t teae Ezreri-
n;n:a! Preztreri coz-:eu ef a ehzine

4. Date of ef either mleiple daily drfestiome oF

mb’ﬂE Interview nt X} AT trsulin or wie ;;f gm o ingulin v furiom

M%-_ T

Aote their wnderetanting:

I

FAMILY ADAPTATION T0 THE PROTOCOL ' toot

B.
. 1. Can you tell me what you understand
to be the purpose of the Diabetes £ DH83 Fair D

tortro) and Complications Trial?
Pocr I ;E
The fa=ily melere should soy #ome-
thing t¢ the axient that the sruds
will eompare the effest of o &sper-
imental and ¢ atovdard gproask o

the comirol of bloed gluzoss on 4, Can you tell me what 5 meant by

a2rly vaaculer somiigazions in randomization?
persome with irsulin-depenient ]
digbezes mallitus. Ther shewld state that pamdomizziion
gt T ennt L the process that will be weel tr
Rote their wderssading: gsaigr the mubjec: to treiTant griui;
neither the Blje2s nor Ais/ner pharisia:
6ot B 2 ean ehocer the treztmert grour. Urier
¢ ) rmziar;u:gr:, :hn-; 1:;‘ g §2% ohomae
that the mubjest will be assipgnel 1o
DHB1 Fair B gither one o the B0 traatment greuce.
Poor G Rate their wdrrstarding:
2. Can you tell me how nsulin will be od .
- used in the Standard Treatment Sroup? §o O :
Phey should state thet the ptandard q ‘DH84 Fatr B
trezement porsists of one or B
daily injections of tnsulin. Poor |:|

Rate thair wnderstanding: -

' Good B 23
'.!| -D Hg 2 rair

door

O | ,




.t

patient 1B

§. Do you have 8 strong preference for

fnzme of s.t’e2z) being assigned
1o one treatment group ever the other?
11 so, which 6o you prefer ang why?

D 2

Mo, M5 no strong preference

Yes, has strong preference
for Standard Traatment Group

Dm DHQS
Li

0

Yes, hus strong preferente
for Experimental Treatment

Sreup

There 15 disagresment amony
the family membars and {riends
a3 to which treatment i3 to
be preferred

Reasons for preferences:

Would you be willing to support the
fre—e 67 g.t"e2t) O

gecision of be
rengorized {nto elther p7 the treitment

groups?
D 14
[ DHEG

No fg: lezst ome wld
net be willing)

Yes (all exree)

Whit do you think _fm=—e 27 gulies:)
will gain from the study?

Zet the- gemerste respomass but be sure
thar the folloMing areds are adiresael
ard correct avy missovoeptions.

Faze thaelr aspesictions;

= plood sugar

Realistic B 27
L] .DHRTA

X

Somewhat unrealistic
Very unrealistic

= gsorpliogtions
Realistic

G 1
L spug8
O

Somewhat umrealistic

Yary unrmalistic
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7. {continued)

o gevaeral wall-being

Dr‘{a
O peele
0

Realistic '
Somewha? unrealistic

Very unrealistic

Comments:

B, If (rome cf auilesz) {5 assignes
to The Standard Creatment Group,
how ofter will he/she need to come
in to the clinsc for routine follow-
up appointments?

They sheuld cnaver thot the grpoinTmonss
will be every three momthE.

Rate thair rerpomse: 5 .D H 88
O .

Overestimete

Accurate snswer

9. If frn=me of ruliect) 15 assigned
2o The Experimenta) Jreatment Grous,
he/she will need to spend 3-10 days
in the hospital and then he/she will
need to come to the clinic weekly
until he/she has become atcustomes
to the new therapy. Fellowing this,
how often will he/she need to CO™E
in to the clinic for routine follow-
up appointments?
They should srote thot the crosivienis
Vwill be omee per momir, af prall Bd i

ofter. os omoe per Lveix.

1% PHE]
0o
L
3

Underpestirate

Rote thaeir resrsonse:

Overestinate

Accurate snswer

Underestimate




- Patient 1D .-

10,

n.

12.

13.

Do you realize that muoy tIm.;

trz—e of s ezt) wmhy have to give
priority to ihis study, causing
pther family members and friends to
change their plans? Do you understand
that (nzwe o gulliezz) mMay hive some
expenses for transportation, tele-
phoning the elinic, or hiring a baby-
sitter? He/she may have to use vacation
or sick days to keep clinfc #ppointments.
What kinds of problems will this cawse?

Rate their response: 17 DHB1o

They appear to understand the

problems involved and agree that

8 considerable amount of incon- D
venfence may resvit

They appear to understand the

problems involved but do not

believe that they will exper- D
fence gndue hardship

They do not appear to understand

the problers thit may arise by

giving priprity to the study D
protocol

How do you feel sbout _frome of suble=s!
using the insulin infusion pump? Moulg
any of {nu have a problem (e.gQ., be

annoyed) with mim/her using the pump?

No one expects to have & "‘ DHB“
probler with the subject's

use of a pump D n

Someone expects to have &
problem with the subject's
use of a purp D

Mow do you fee! about fm——e of suliest)
performing home blood QlutDse monitoring,
which will have to be dore several Simes
edch day {1 he/she {5 assigned to the
ixperimental Treatment Group? Mould you
have problems with him/her doing this?

Ko ons expects to have & 9 'DHB11

problem with the subject
performing home blood
glutose monitoring B

Is

Someone expects to have &
preblem with the subject

performing home blood
glucose monftoring D

How do you Teel about _(name of subiess)
performing urine tests several times per
day, &8s he/she wil) have to dc 1 he/she
15 assignes to the Standard Treatment

Srour? Would any of you have problems

with him/her doing this?
Mo one expects to have & o Dﬁg‘ls

problem with the subject
performing urine testing D 1]
Somepne expects to have a

problem with the subject

performing urine testing B

PLCT Form D4R
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. How would you feel about (r—e r# potopnss
using the blood or urine Testing eg.1prens
in public, as he/she may hive to dp when
at work or school? Would any of you object
to him/her deing this?

Ko one would obfect to ol DHgM

public use of testing

equipment . D T
“Someone would pbject to

public use of testing

equipment D

15. Some aspects of this study, such a5 using
dishetes supplies 1n public and having a
Tess fiexible lifestyle, may identify

frngre of sut ez} B8 having diabetes
¢ people who DLherwise might not have
known. MWould this be s problem for you?

o one would object to

the subject following the ~ed DHng
treatment protoccl simply

because 1t may fdentify .
the subject as having diabetes D

Someone would pbject to

the subject following the

treatment protocol decause

1t may {dentify the subject

as having disbetes -

16. If _(rae of subies:z] were to become
117 er injured, do you feel you could
help bim/her to carry out the treztment

program? . a3 DHEJ:f
Yes u "

o R

Please indicate who was interviewed:
(Chaek all thor appls)

Subject's father pHoAD [ v
Subject's wtiee pHMor [ | ..
Subject’s guard‘?u‘n DHGUARD l:] .
Subject s spoﬁZDH sfouse o) | .
Subject's s‘lbﬁzn% DHSIBLNG D o
Subject's &if?pHC‘H(LD 0] -
Sbject's other relatis o 31

Subject’s friejn; DHFﬂ‘END D .

-

Type or print name ot ’ Lertification
Llinfc Coordinator: fumpers (if any)

[T~

32 DHCERTNO
33 DHWwWEEKND
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