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tudy Objective: To determine the factors that affect patients’ decisions to provide
nformed consent to participate in perioperative clinical trials.
esign: Survey instrument (questionnaire).
etting: Urban, tertiary-care, university-affiliated hospital.
easurements and Main Results: Of 52 patients who had been asked to participate in
randomized control trial (RCT), 43 agreed to be participate in our survey. Almost all

onsenters (97%), but only 62% of nonconsenters agreed to answer the survey questions
p � 0.002). No significant difference in gender, ethnic background, marital status, or
ducation level was found between groups who were or were not willing to participate.
nivariate correlates of agreement to participate in RCTs included older age (�60 yrs;p
0.02), a reassuring attitude conveyed by study personnel (p � 0.02), and trust in study

ersonnel (p � 0.02). Those who declined participation in clinical trials more frequently
ndicated that the study made them feel like a “guinea pig” (p � 0.02).
onclusion: Patient age and personal attitudes predict the likelihood of participation in
erioperative clinical trials. Neither gender nor race affected willingness to participate.
urther work in larger groups is needed to identify predictors of consent and techniques to
ncrease willing participation. © 2004 by Elsevier Inc.

eywords: Informed consent; medical ethics; patient satisfaction; randomized
ontrol trials.

ntroduction

he randomized clinical trial (RCT), despite some limitations, remains the
gold standard” for outcome and efficacy research for new treatments and
iagnostic tools. The National Institutes of Health and the Food and Drug
dministration mandate that those conducting clinical trials recruit participants
ho are diverse in race, gender, and socioeconomic status.1,2 Racial and gender
alance are particularly important in trials of new drugs because pharmacoki-
etics and pharmacodynamics may be affected by gender or race.3,4 It has been
uggested that members of some demographic groups, such as African Ameri-
ans, may be less willing to participate in RCTs. Reasons for reluctance or

nability to participate may include distrust of the scientific community, presen-
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Patient attitudes about clinical trials: Patel et al.
ation with advanced disease, or comorbidities that pre-
lude enrollment, and language and cultural barriers.5,6

In many studies of patient attitudes toward informed
onsent for RCTs, the patients surveyed had chronic
iseases and, thus, also the luxury of time to make such
ecisions. Additionally, patients may believe, even if re-
earchers do not encourage such thinking, that trial
articipation may improve their outcomes.7 Because nei-
her consideration may apply in a perioperative environ-

ent, the factors that influence consent in this setting
hould be examined.

We interviewed a subset of patients who consented or
eclined participation in an ongoing RCT. The goals of
ur survey were to find demographic or attitudinal differ-
nces among consenting and nonconsenting patients and
o identify factors that predict successful recruitment of
atients in this setting.

aterials and Methods

ll studies, including the randomized trials, as well as our
se of a questionnaire, were conducted with approval of
he University of Chicago Institutional Review Board. We
efined a questionnaire through cognitive interviews of 20
atients.8 Cognitive interviews provided feedback for revi-
ions to make questions easier to complete for patients
ith cognitive impairment, poor reading skills, and/or low
otivation.* During development of the instrument, a

ognitive expert (D.M.) interviewed respondents in-per-
on, one-on-one. The cognitive interviewer asked the
espondent to “think aloud” as he answered each ques-
ion. The interviewer then asked specific probes after
ome questions (e.g., “What does ‘health care provider’
ean to you?”). Cognitive interviewing techniques deter-
ined that the majority of patients had understood the

uestions, could recall relevant information, and had used
ppropriate cognitive strategies to formulate answers.

Between July 1994 and May 1995, one investigator
H.W.) approached 52 patients on the hospital ward 1 to

days after surgery to complete a questionnaire. The
atients who were asked to complete the surveys had been
ecruited previously for a variety of perioperative RCTs at
he University of Chicago Hospital, including studies of
lonidine sympatholysis in vascular surgery (n � 16),9

ethylnaltrexone for treatment of postoperative nausea
nd vomiting (n � 17),10 and an oral fentanyl lozenge for
reatment of postoperative pain (n � 10).11 Nonclinical
esearch personnel had approached patients for RCT
onsent, provided a verbal explanation of the study, and
ncouraged patients to ask questions and read the consent
orm; clinician-investigators later spoke with patients who
ad agreed to confirm their consent. Of the 52 patients

dentified, 31 had consented and 21 refused to participate
n a perioperative RCT.

One investigator (H.W.) was the sole interviewer for
his questionnaire. He explained the questionnaire, read

Klock A, Mingay D, Lichtor JL, et al: Refinement of an automated
urvey to assess inpatient satisfaction with pain control [Abstract].
hnesth Analg 1996;82:S237.
t to patients, and allowed as much time as needed for
ompletion. Responses were selected from multiple
hoices or yes or no; questions about perceptions of
esearch personnel, anxiety, trust, and understanding
llowed for measures of degree: very much, somewhat, not
eally, or not at all (Appendix). The interviewer also asked
atients about the reasons for consent or refusal. We
ought differences between surgical patients who partici-
ated in RCTs conducted by our anesthesia department
nd those who refused participation. Areas of difference
xamined included demographics, perception of person-
el requesting participation in the trial, perception and
nderstanding of the consent form and process, percep-

ion of the health care system in general, and reasons for
onsent or refusal. We also examined a patient’s percep-
ion of his physician. A patronizing attitude by the physi-
ian or a patient’s misinterpretation of the physician’s
emeanor as condescending may also impact the patient’s
ecision regarding an RCT.12 A physician’s negative atti-
ude towards an RCT could also affect the decision to
articipate.

The Wilcoxon rank sum test (for continuous variables)
nd Fisher’s exact test (for categorical variables) were used
o analyze differences between consenters and noncon-
enters. A p-value � 0.05 was considered significant. The
tudy had an 80% power to detect a 50% absolute differ-
nce (p �0.05, two-tailed) in consent rates between Afri-
an Americans and others (67%).

esults

atients who declined to participate in an RCT were less
ikely to allow interviews to investigate their motivations.

f the 31 people who agreed to participate in a study, 30
onsented to be interviewed about the factors affecting
onsent; of the 21 people who refused to participate in a
tudy, only 13 agreed to be interviewed (p � 0.02). We
ere unable to determine factors that influenced the
onconsenters who also declined to be interviewed about

heir reasons for refusal. We did not collect demographic
ata on those unwilling to discuss their attitudes.

We found no significant difference in gender, ethnic
ackground, marital status, or education level between
onsenters and decliners (Table 1). Older patients (age �
0 yrs) in general were more likely to agree to participate
p � 0.02; Table 2). There was a nonsignificant trend
oward greater participation in RCTs for those patients
ho asked the advice of others and who read the consent

orm. Of the 30 people who participated in an RCT, 11
ead the consent form; of the 13 nonconsenters, only one
erson had read the consent form (p � 0.07). Reading the
onsent form did not seem to dissuade a patient from
articipation. Patients who had read the consent form
greed that it was helpful in understanding the procedure,
hat it was fairly easy to understand, and that it had some
nfluence on the decision to participate. However, had
here been no consent form, all the patients confirmed
hat, after hearing the explanation of the trial, they would

ave made the same decision.

427J. Clin. Anesth., vol. 16, September 2004
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Table 3 summarizes the respondents’ perceptions of the
esearch personnel seeking consent for the RCT. Two
tatistically significant differences between those who
greed and those who declined to participate were the
onfidence and trust generated by the research personnel.
hose patients who respected and trusted the study per-

onnel were also more likely to consent. More patients
ho declined than who agreed reported feeling like a
guinea pig” by being part of a study (p � 0.02). Consent-
rs and non-consenters alike said that the study personnel
nswered all their questions fully or very fully. In addition,
ost consenters were not surprised to be asked to partic-

pate in the study, whereas the nonconsenters were some-
hat surprised; this difference did not reach statistical

ignificance (p � 0.09).
When asked how stressed they felt at certain points in

he consent process, there were no significant differences
n responses between consenters and decliners. Almost all
he patients interviewed said they felt no stress at meeting
he study personnel, on reading the consent form, and
fter reading or hearing about risks and details of the
rocedure (Table 4). However, when patients heard that

able 1. Demographics of the Respondents

actors
Consenters

(n � 30)
Decliners
(n � 13)

ales/females 10/20 3/10
ean age (yr) �/� SD 54.7 � 13.52 44.1 � 7.85
frican American 8 (27%) 5 (38%)
aucasian 14 (47%) 7 (54%)
ispanic 4 (13%) 0 (0%)
sian 4 (13%) 1 (8%)
ducation*
Some high school 2 (7%) 0
H.S./GED 7 (23%) 5 (38%)
Some college 9 (30%) 4 (31%)
College 9 (30%) 3 (23%)
Some graduate school 2 (7%) 0 (0%)
Graduate/professional school 1 (3%) 0 (0%)

One decliner did not divulge educational level.

able 3. Patient Attitudes toward Research Personnel and the
onsent Process*

actor
Consenters
(median)

Decliners
(median) p-Value

ssurance of study person 4.6 3.8 0.0173
eeling like “guinea pig” 1.7 2.7 0.0203
rusting study person 4.0 3.2 0.0239
urprised to be asked 2.2 2.6 0.0916
eeling pressure to consent 1.4 2.0 0.1103
atisfied by study person 4.2 4.1 0.1875
espect from study person 4.0 3.8 0.2207

nterest of study person 3.4 3.0 0.3941
uestions answered fully 3.2 3.5 0.6341

Responses were given on a scale of 1 to 5, with 1 � not at all and 5

wvery much.

28 J. Clin. Anesth., vol. 16, September 2004
he use of a drug was experimental, 43% of consenters and
6% of nonconsenters reported feeling somewhat
tressed. The experimental nature of the drug caused
ore stress than learning about risk. Both consenters and

ecliners reported being stressed or not stressed equally
uring the consent process; stress did not seem to be a
redictor of consent.

Factors that were important to patients who consented
o participate in an RCT appear in Table 5. Among
onsenters, the most important factors reported were
ontribution to medical research and benefiting others
nd self. Trust in the institution appeared to be of modest
mportance. Less important factors were advice of others,
ear of offending clinicians and receiving poor care, and
dvice of a person’s physician. Altruistic motives and
ersonal benefit were more important influences than a
hysician’s advice.

Those who declined participation were reluctant to
ustify their actions beyond not wanting to feel like a
guinea pig” (Table 6). Fear of side effects, distrust of
ospital, advice of a personal physician, and advice of
thers were reported as not very important or irrelevant to
he decision.

iscussion

ur results suggest that the perceptions and attitudes of
atients toward investigators and the institution appeared
ore important than gender or race in predicting consent

o perioperative clinical research trials. Those who were
ess assured by or trusting of study personnel or who “felt
ike a guinea pig” were less likely to participate. Among
emographic predictors, only age appeared significant;
pecifically, older patients appeared more willing to par-
icipate in RCTs than were their younger counterparts.
lthough we interviewed a small number of patients, we
elieve that our detailed interviews of patients who had
ctually been asked to participate in research in an
npatient setting provide valuable information.

Of those who agreed to participate in the study, 37%
ead the consent form; of those who declined participa-
ion, only 8% had read the consent form. Patients who
ere receptive to participating in a study may be more

able 2. Possible Predictors of Consenting to Perioperative
andomized Controlled Trial

actor p-Value

lder age (� 60 yr) 0.019
eading consent form 0.070
sked advice of others 0.082
hildren 0.195
ducation 0.388
ears seeing physician 0.492
ace 0.624
ender 0.720
arital status 0.713

ncome 0.769
illing to take the time to read a consent form, and the
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Patient attitudes about clinical trials: Patel et al.
onsent form did not appear to hinder recruitment.
lternatively, patients may have already decided in ad-
ance whether or not to participate before even consider-
ng reading a consent form. Our results differ from those
f investigators who found that information-seeking pa-
ients are less likely to give consent to RCTs.13 However,
hoosing to read a consent form may not always represent
nformation-seeking, but rather may represent courtesy to
he investigators or an attempt to delay making a decision.
ur finding that few patients actually read the entire

onsent form may be disconcerting, but it is consistent
ith our and others’ experience in conducting clinical
esearch. (L.A. Fleisher, personal communication). We do
ot believe that this situation is at odds with Federal
equirements:

. . . a written consent document that embodies the elements of
nformed consent required by §46.116. This form may be read to
he subject or the subject’s legally authorized representative, but
n any event, the investigator shall give either the subject or the
epresentative adequate opportunity to read it before it is
igned. . . 14

able 4. Stress During Consent Procedure (consented, n � 30

tressed Factors
Very
Much Somewhat

eeting study
personnel

0/0 0/2

eading consent form 0/0 0/0
eading about risks 0/0 3/3
eading about
procedure

0/0 3/1

eading about
experimetal drug

0/1 13/5

able 5. Reasons Given for Consent*

actor
Very

Important
Somewhat
Important

ontribution to
medical research

12 15

enefit others 15 12
enefit self 4 13
issatisfaction with
current
treatment

0 3

ike people
conducting trial

3 6

rust in hospital 2 8
dvice of personal
doctor

0 0

fraid of
offending and
getting poor
care

0 0

dvice of others 1 1
Patient sample � 29.
Other investigators have reported that although pa-
ients should be well informed, consent may be more likely
hen the consent form is shorter and contains less infor-
ation. Overly detailed descriptions of potential risks and

ide effects may frighten patients and lead to refusal to
articipate.13 When Mingus et al.15 interviewed ambula-
ory surgery patients to determine their attitudes toward a
ypothetical research study, they found several patient
references: the request should take place at the time of
readmission testing; patients wanted to consult with their
hysician; the request should be made in a private setting
hile the patient is dressed in street clothes; and assurance

hould be given that the investigator would also partici-
ate as a subject in the study, if eligible.

Tait et al.16 interviewed parents who had been ap-
roached for permission to allow their children to partic-

pate in clinical anesthesia studies. Approximately 40% of
he children were to undergo cardiac surgery. The con-
ent rate was 68% compared with our rate of 59.6%. They
ound no demographic differences (child’s age, parents’
ducation, race, previous hospital experience, or type of

ed, n � 13)

Not Really Not At All
Does Not

Apply

14/4 14/7 2/0

4/0 6/1 20/12
17/4 8/6 2/0
22/9 3/3 2/0

13/6 2/1 2/0

Neither
Important nor
Unimportant

Not very
Important Irrelevant

1 1 0

1 1 0
11 1 0
5 9 12

8 8 4

12 4 3
0 1 28

1 1 27

1 0 26
/refus
429J. Clin. Anesth., vol. 16, September 2004
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4

urgery) between consenters and nonconsenters. Our
esults were similar, except that our older patients (age �
0 yrs) were more likely to consent. Tait et al. also found
hat parents who felt more anxious because researchers
ought consent were more likely to decline. Similarly, we
ound that a patient’s perception of the research staff
“assurance,” “trusting”) were predictors of consent (Table
). Thus, we suspect that parents use similar factors in
heir decision-making for their children that patients use
hen making decisions for themselves.

Dorantes et al.17 gave written questionnaires to parturi-
nts who had been approached for labor epidural trials.
hey detected no demographic differences between con-

enters and refusers. Most consenters seemed motivated
y altruism; fear of pain was the most common motivation
or refusers. Only one patient felt coerced to participate.
hey found, as we did, that patients who read the consent

orm completely were more likely to consent. Patients who
ere less anxious or who had previously participated in
esearch projects were more likely to have given consent.

Verheggen et al.7 interviewed adult patients who had
een approached for a variety of unspecified clinical trials

n a wide variety of departments in a Dutch university
ospital. Of patients asked to participate in trials, 87%
onsented, and 88% of these patients agreed to be inter-
iewed. As in our study, the investigators found that a
igher percentage (35%) of those who refused trial par-

icipation refused to be interviewed about their reasons as
ell. They detected differences in patient motivations
epending on whether the relevant health problem was
reexisting or newly diagnosed. Time requirements were a
oncern of both groups. Patients with new diagnoses
ppeared to expect better medical treatment within the
rial. Patients with established diseases were hopeful of
eceiving improved comfort and more influenced by pos-
ible risks of the trials and the acuity of their illnesses.
owever, their results from a possibly more homogenous

ommunity with a greater sense of societal obligation may
e less generalizable to other, more diverse settings.

Myles et al.18 surveyed a large group of patients about a
ypothetical perioperative clinical trial. Multivariate pre-

able 6. Reasons Given for Declining to Participate*

actor
Very

Important
Somewhat
Important

ear of side
effects

0 0

eel like guinea
pig

0 3

istrust of
hospital

0 1

dvice of
personal
doctor

0 1

dvice of others 0 0

atient sample � 13.
ictors of recruitment were patient age �45 years [odds t

30 J. Clin. Anesth., vol. 16, September 2004
atio (OR), 1.44; 95% confidence interval (CI), 1.08 to
.93], English-speaking at home (OR, 1.49; 95% CI, 1.0 to
.21), and male researcher-male patient interaction (OR,
.37; 95% CI, 1.20 to 1.57). Whether patients would be
andomized before or after consent did not appear to
hange consent rate, which averaged from 53% to 60%.

Further research is needed to determine the relation-
hip between personality characteristics of patients, their
esire for information, and their willingness to give con-
ent. Our respondents indicated, however, that a patient’s
erception of the person requesting participation is im-
ortant (Table 3). Patients who consented to participate
ad a favorable impression of the study person asking

heir permission. Because our study sample was small and
esearch personnel were not randomly allocated to seek
onsent, we are hesitant to make sweeping comments
bout the nature of the subject-researcher relationship.
ossible biases (e.g., older patients preferring an older

nvestigator) could not be detected. The relative effects of
atient and research personnel characteristics in predict-

ng good “bonding” and likelihood of consent remain to
e verified. In our study, some patients who did not
onsent and admitted to feeling like a “guinea pig” also
xpressed less satisfaction with study personnel.

Our work suggests that racial, gender, and economic
haracteristics may be less important than the interactions
etween patients and researchers in determining whether
atients consent to clinical trials. Clinician-researchers
ight endeavor to engender patients’ respect and assur-

nce. We agree that consent should be obtained in a
onpressured and noncoercive environment. Although
ome institutions require that consent for perioperative
tudies be obtained before the day of surgery, we do not
elieve that such measures are necessary.

Our work has some limitations. We studied a small
umber of patients. Decliners were less likely to complete

he survey. Because those who refused to complete the
urvey may have had negative attitudes about research,
owever, we believe our results remain valid. The fact that
any of our nonconsenters to RCTs could not say which

f the factors about which we queried them were impor-

Neither
Important nor
Unimportant

Not very
Important Irrelevant

4 5 4

2 7 1

1 5 6

0 6 6

0 0 13
ant in their decisions (Table 6), however, suggests that
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Patient attitudes about clinical trials: Patel et al.
urther work is needed to uncover the motivations of
onconsenters. We questioned patients on postoperative
ay 1 or 2, after they had consented or declined to be
tudied. Residual anesthetic effects and pain may have had
n effect on their judgments. Ideally, patients should have
een interviewed shortly after they agreed or declined to
articipate.

There are several strengths of our approach. We sur-
eyed patients who had been asked to participate in real,
ot hypothetical trials. We used cognitive interviewing to
evelop and refine the survey instrument. Lastly, we
dministered the surveys face-to-face by a single inter-
iewer, as opposed to collecting paper questionnaires.

Given the increasingly fragmented nature of preopera-
ive evaluation and the increase in outpatient surgery, we
elieve it will become more difficult to recruit patients for
n RCT in the perioperative setting. Yet, an RCT remains
he gold standard for determining the efficacy of new
reatments. If our goal is to increase RCT enrollment, then
urther work is needed to identify methods to increase
atient consent. However, efforts to increase enrollment
ay have unintended consequences in limiting patient

utonomy. We believe both goals are worthy and must be
onsidered by clinical researchers.

PPENDIX

ATIENT SURVEY OF ATTITUDES TOWARDS
LINICAL RESEARCH PROJECTS AT THE
NIVERSITY OF CHICAGO

ame ________ Room Number ________
itle of Study ______ IRB # ________
rincipal Investigator ______ Patient ID # ________
ate ________ Consent Interview date ________
ime ________ Consent Interview time ______
ate of Surgery ______ Length of consent interview ____

npatient/outpatient (circle
one)

Male/female

erson who approached patient for consent ________
itle of person who approached patient for consent ________
ONSENTED/REFUSED (circle one)
. Do you recall being asked to
participate in a research
project?

yes/no

If no, answer only #1–16
. What is your age? ____
. How would you describe your race? ________
a) Black/African-American
b) White
c) Hispanic
d) Asian
e) other

. What is the highest level of education that you have
completed?
a) some high school, did not graduate
b) high school graduate/GED
c) some college, did not graduate
d) graduated from college with BA

e) some graduate/professional school
f) graduate/professional degree
. What is your marital status?
a) married
b) single, never married
c) divorced
d) widowed

. How many children do you have? ________ (living children, if
they ask)

. What is your occupation? ________. If retired, what
occupation did you have for the longest period
of time ________

a. What is your annual household income?
a) � $ 10,000
b) 10,000–20,000
c) 20,000–40,000
d) 40,000–60,000
e) 60,000–80,000
f) � 80,000

. How would you compare your experiences in the hospital
with previous hospital stays?
5 much better
4 better
3 the same
2 worse
1 much worse
0 never been in the hospital

. Have you ever participated in any kind of medical research
study or project in a hospital?

yes/no/don’t know
. if so, would you say that it was a positive or negative

experience?
5 very positive
4 somewhat positive
3 neither positive nor negative
2 somewhat negative
1 very negative

. Do you know anyone who has? yes/no

. if so, in general, was it a positive or negative experience for
them?

5 very positive
4 somewhat positive
3 neither positive nor negative
2 somewhat negative
1 very negative

0. In a typical year, how many times do you visit your
regular doctor?

a) 0
b) 1–2
c) 2–5
d) 6–10
e) �10
f) have no regular doctor

1. How long have you been seeing your
personal doctor?

a) 0–1 year
b) 1–3 years
c) 3–7 years
d) 7–10 years
e) � 10 years
f) have no regular doctor

2. Would you recommend
him or her to a friend or
relative?

yes/no/not applicable
431J. Clin. Anesth., vol. 16, September 2004
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3. If a friend of yours were
having the same operation
that you did/were having a
baby, would you recommend
your surgeon/obstetrician?

yes/no

4. And the anesthesiologist? yes/no/do not remember
5. Did you consult with anyone before deciding whether to
participate in this study?
yes/no/do not remember
a. if yes, whom did you ask for advice? (circle all that apply)
a) doctor
b) spouse
c) parent
d) child
e) friend
f) nurse
g) other: ________
id you read the consent form? Yes/No/Don’t Remember; if
no skip to #20

6. How helpful was the consent form in helping you
understand the procedure?
5 very helpful
4 somewhat helpful
3 not very helpful
2 not at all helpful
1 do not remember
(0 no opinion)

7. Did the consent form contain too much or too little
information or the right amount?
a) too much
b) too little
c) just right
d) do not remember

8. How difficult or easy do you think most people would find
the words in the consent form to understand?
4 very easy
3 fairly easy
2 somewhat difficult
1 very difficult
0 do not remember

9. How much influence did the consent form have on your
decision whether or not to participate?

5 a very strong influence
4 a significant influence
3 some influence
2 a little
1 none at all
0 do not remember

. If there had been no
consent form would your
decision have been the
same based on the
doctor’s speech?

yes/no/don’t know

0. About how old was the doctor who approached you about
the study?

a) �30
b) 30–40
c) 40–50
d) 50–60
e) 60–70
f) do not remember

1. How would you describe his/her race? ________
a) Black/African-American
b) White
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c) Hispanic
d) Asian
e) Other ________
f) do not remember

2. Did the study person treat you with respect?
4 very much so
3 somewhat
2 not really
1 not at all, total lack of respect
0 do not remember

3. In general how reassuring or upsetting did you find the
study person’s attitude?

5 very reassuring
4 fairly reassuring
3 neither reassuring nor upsetting
2 somewhat upsetting
1 very upsetting
0 do not remember

4. How satisfied were you with the knowledge and skill of the
study person?

5 very satisfied
4 fairly satisfied
3 neither satisfied nor disappointed
2 somewhat disappointed
1 very disappointed
0 do not remember

5. Did s/he answer all your questions fully?
4 very fully
3 fully
2 not very fully
1 not at all
0 do not remember

6. Do you feel that the
consent interview took too
long?

yes/no/do not remember

7. Did his/her main interest seem to be in the research, in
you as a patient, or a combination?

5 complete interest in you and your needs
4 interested in you mostly, but the research was also

important
3 equal interest in patient and research
2 interested mostly in the research, but also cared about you
1 complete interest in the research
0 do not remember

8. Did you feel that you could trust the person who
approached you about the study?

4 very much so
3 somewhat
2 not really
1 not at all
0 do not remember

9. Did you feel pressured to consent?
4 very much so
3 somewhat
2 not really
1 not at all
0 do not remember

0. Did you feel that the interviewer rushed you to make a
decision?

4 very much so
3 somewhat
2 not really
1 not at all
0 do not remember
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1. Did you feel like a “guinea pig”?
4 very much so
3 somewhat
2 not really
1 not at all
0 do not remember

2. Did your personal doctor
speak to you about the
study before you were
approached?

yes/no/don’t remember

3. Did your surgeon speak to
you about the study before
you were approached?

yes/no/don’t remember

4. How well do you feel that you understood the procedure?
5 very well
4 fairly well
3 well
2 not very well
1 not at all
0 do not remember
a. Did the doctor use words

that are too difficult for
most people to
understand?

yes/no/do not remember

5. How stressed did you feel at these points in the consent
process:

4 very stressed
3 somewhat
2 not really
1 not at all
0 does not apply

. meeting the study person 1 2 3 4
. reading the consent form (0) 1 2 3 4
. reading/hearing about the

risks
(0) 1 2 3 4

. reading/hearing the details
of the procedure

(0) 1 2 3 4

. reading/hearing that use of
the drug is experimental

(0) 1 2 3 4

6. Before you entered the hospital, if asked “would you be
willing to participate in any study”, would your answer have
been the same as when asked to participate in this study?

yes/no/don’t know
. if not, what changed your

mind? ________
omething in the consent

form?
yes/no

pecify:
omething the research person

said or did?
yes/no

pecify:
7. How much did it surprise you to be asked to participate in

the study?
4 very much
3 somewhat
2 not really
1 not at all
0 do not remember

8. How important were these reasons in your decision to
consent:

5 very important
4 somewhat important
3 neither important nor unimportant
2 not very important
1

1 irrelevant
. to contribute to medical

research
1 2 3 4 5

. to benefit others 1 2 3 4 5
. to benefit self 1 2 3 4 5
. dissatisfaction with current

treatment
1 2 3 4 5

. liked people conducting the
trial

1 2 3 4 5

. trust in the hospital 1 2 3 4 5
. advice of personal doctor 1 2 3 4 5
. advice of others 1 2 3 4 5

. afraid to alienate/offend the
doctor(s) resulting in poor
care

1 2 3 4 5

. other ________________
r:
ow important were these reasons in your decision to refuse:
very important
somewhat important
neither important nor unimportant
not very important
had nothing to do with it

. fear of side effects 1 2 3 4 5
. fear of being a guinea pig 1 2 3 4 5
. distrust of hospital 1 2 3 4 5
. advice of personal doctor 1 2 3 4 5
. advice of others 1 2 3 4 5
. other ____________________
id being in the study

improve your opinion of
the medical community?

yes/no/stayed the same

of your anesthesiologist? yes/no/stayed the same
of your surgeon? yes/no/stayed the same
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