Evidence tables- Patient information

Study

Pier 2008 Country: Australia
Qualitative study- Interviews

Aim

To identify health and mental health information needs of people with coronary heart disease (CHD), with and without co-morbid depression.

Population

N=14.

Age range:

50-64 years : 4 patients
65-79 years: 8 patients
>80 years: 2 patients
Highest education level
Primary school: 2 patients
High school: 6 patients
Tertiary: 6 patients

Major depressive episode:
Current: 5 patients

Prior history: 3 patients
None: 6 patients
Diabetes:

Type 1: 1 patient

Type 2: 1 patient

None: 12 patients

Selection: Two GP’s searched their patient databases to identify potentially eligible patients who met one or more of the study’s criteria for CHD: M,
CABG, angioplasty or angina (confirmed through testing). The GP’s posted letters to the identified participants informing them of the study and asking
them to contact the research officer if they wished to participate. Of theses patients, 20 consented to participate. Four later withdrew (reasons not
provided), leaving a total of 16 participants (14 men and 2 women). However, as prominent themes emerged from interviews with the first 14
participants, the remaining two men were advised that their participation was no longer required.

Method of
gaining views

1) MINI (The Mini international Neuropsychiatric Interview) — A brief structured clinical interview to assess 16 Axis 1 disorders from the Diagnostic and
statistical manual of mental disorders and the International classification of diseases and one personality disorder. It included questions to
differentiate disorders of organic origin or those due to alcohol or drug use.

2) Interviews —deigned to obtain qualitative data. It was conducted in a private room and took about 40 mins to complete. The interviews were semi-
structured, in that the interviewers were guided by a series of open-ended questions supplemented by spontaneous probes.




Information was requested about patient’s current access to health information and the type of information they would find useful to help them
manage their heart health, including their physiological and psychological well being. The interviewers encouraged participants to talk freely about the
subject matter but redirected participants who deviated from the purpose of the interviews.

Participants completed the clinical diagnostic review (MINI) by telephone after giving informed consent. On a separate day each patient met with two
investigators to complete individual semi-structured interviews.
All semi-structured interviews were performed in a standardised manner, audio taped, transcribed verbatim after removal of identifying information.

Data analysis

Analysis conducted by an independent investigator using the thematic approach. Subsequent examination of the analysis by two other authors verified
occurrence of the key themes identified.

Findings

Eight participants had a current diagnosis or prior history of major depression as assessed by the MINI.

All participants endorsed the view that further provision of health information would be useful in helping them manage their CHD or psychological well
being.

Four common themes of information topics emerged from the data categorised as: psychosocial; physical activity; medical; and information for family.
Psychosocial: Six participants indicated that information on depression would be useful for themselves or other with CHD, particularly information
about how to recognise and manage depressive symptoms and about the relationship between depressive symptoms and physical health. Patients also
suggested provision of information about particular strategies for managing depression, such as positive self-statements and a log book to record
activities to stay motivated.

Social isolation: Five patients expressed the view that social connectedness is important, either in helping them to manage depressive symptoms or to
gain support and understanding about their medical condition from other people with CHD. Several patients in this group indicated the need for
information on how to establish social networks and access social and support groups.

Anger: 4 patients wanted more information on anger and anger management. Patients suggested that information about how to identify precipitating
symptoms of anger and anger management would be useful.

Physical activity: 4 participants reported a need for information on physical activity. Patients reported a need for information on how to safely
reintroduce physical activity and exercise options after a cardiac event.

Medical information: 9 patients reported a need for medical information. Medical information grouped in to 2 areas: Symptoms and prognosis and
Surgery.

Symptoms and prognosis: Patients wanted information about symptoms that might occur, rather than only those that will occur; disease progression;
prognosis; prevention of further cardiac events; and survival rates.

Surgery: 4 patients reported a need for more information before and after surgical intervention. They wanted procedural information to inform them
of exactly what would happen during the operation and what to expect when waking from anesthesia.

Information for family: 9 patients reported that information for family members and spouses would be useful. Patients wanted information pertaining
to the psychological aspects of the illness, such a s how the patient might react emotionally to an adverse cardiac event or medical procedure.

Comments

Baseline data reported. Methods well described.




Study

Weetch 2003. Country: UK
Quialitative study: Questionnaire

Aim

The study intended to determine the level of satisfaction of patients with the amount and quality of information that they receive. It was intended that
the results would enable the nursing staff to review practice in relation to the provision of the appropriate level, type and quality of information and
education given to patients with angina.

Population

N=16. The population to be studied were patients suffering from angina who had been hospitalised in the coronary care ward. A convenience sample
was taken of those admitted during the time allocated to carry out the study. All patients discharged from the ward with a diagnosis of angina during
the study were asked to participate..

The average age of the respondents was 59.7 years, with a age range of 40 to 78. Some 60% of the respondents were male and 40% were female.

Method of
gaining views

The patients were given a letter of explanation, together with a questionnaire and a stamped return envelope. No further details reported.

Data analysis

Results analysed quantitatively and qualitative themes identified. No further details reported

Findings

30 patients were identified as having been discharged with a diagnosis of angina during a 3 month period and were issued with a questionnaire of
which 16 were returned (53.3%). 7 of theses correspondents had previously been hospitalised with an MI; 8 had angina but no previous MI. One
respondent denied all knowledge of having angina and returned a blank questionnaire.

The results showed a very high level of satisfaction with the overall standard of care. The results showed a wide variation of responses with satisfaction
slightly above mid-point. Specifically, 73% felt that they needed more information about the effect of angina on their daily activities. They wanted to
know more about the causes of angina, its treatment, their medication, and in particular the effect it will have on their daily activities.

Most participants agreed that nurses gave them the opportunity to ask questions; however, many particularly those who had not had an Ml, wanted
more written and verbal information. Another significant finding was the lack of satisfaction with the information that patients had received from
health care professionals working in primary care settings.

Comments

Little baseline data given. The role of the researcher was not described. AlImost no methodology described so results could be unreliable. Results not
well reported.




Study

Karlik 1990. Country [USA
Cross-sectional- Questionnaire

Aim

To compare the learning needs of patients as rated both by patients diagnosed with coronary artery disease who experienced angina pectoris and by
nurses who care for them.

Population

N=15 in- patients (11 men and 4 were women) .n=15 out-patients ( 9 were men and 6 women) with angina pectoris and n=15 nurses

The age of the in-patients ranged from 26-70 years.

The age of the out-patients ranged from 41-70 years.

The educational level of the subjects in both samples was almost identical. Of the inpatients, 8 had a high school diploma while the remaining 7
obtained at least one college degree. Of the post-discharge patients, 9 had a high school diploma while the remaining 6 had obtained at least one
college degree.

Selection of patients: To identify patients experiencing angina, in-patients admitted to an acute-care hospital for a cardiac catheterisation were initially
accessed through the admitting office. When the patient was admitted to the hospital, one of the investigators reviewed the chart to determine the
patient’s eligibility for the study. Criteria for a subject selection consisted of patients who had a primary diagnosis of CAD and who had experienced
angina; did not have a history of an MI, open heart surgery, or coronary angioplasty. Patients were approached for voluntary participation either
before or after a cardiac catheterisation. To obtain subjects for the post-discharge group, the medical records of all patients who underwent a cardiac
catheterisation in the hospital within 3 to 6 months of the study were reviewed. The same criteria used for in-patient inclusion was used with addition
that the patients had to be medically, rather than surgically, managed for their angina post-catheterisation.

Method of
gaining views

Instruments used were:

1. The Cardiac Patient Learning Need Inventory (CPLNI) a 43 item instrument originally designed to measure learning needs of post Ml patients.
Patients and nurses respond to a 5 point scale ranging from ‘not important’ (1) through ‘very important’. The items on the CPLNI were
grouped in to 8 categories: 1) introduction to CCU. 2) Cardiovascular anatomy and physiology. 3) psychologic concerns (feelings, emotions and
stress control). 4) Risk factors. 5) Information about medications. 6) Dietary information. 7) Physical activity information. 8) Miscellaneous
information. Each category contained 4 to 7 items.

2. The Educator Preference Tool was developed from the same list of items as those on the CPLNI. This instrument was designed primarily to
explore the cardiac patients perceptions of nurses as teachers Patients were instructed to indicate who (nurse, physician, pharmacist,
dietician or other) they believed would be able to teach them cardiac information.

3. The Health Information Scale (HIS) was designed to measure cardiac patient’s intentions to follow a medical regimen in different situations,
including home, work, sports, recreational and social settings. The 5 actions (diet, activity, stress control, smoking cessation and medication)
were behaviours identified in the literature as usually included in the medical regimen of patients with ischemic heart disease. The HIS
administered in this study was a 20 item, 5 point Likert-type scale ranging from ‘unlikely’ (1) through ‘likely’ (5).

4. The Health Behaviour Scale (HBS) is a 20 item, 5 point Likert-type scale that measures cardiac patient’s actual adherence to medical regimen.
In the present study HBS was administered to the post-discharge patients with angina.




Data analysis

For each of the 8 CPLNI categories means were generated for individuals and then for each patients group. For each of the 8 information categories
the percentage of in- patients and post discharge patients indicating a preference in the Educator Preference Tool was generated. For each of the 5
subscales on the HIS and HBS, means were generated for individuals and for patients groups.

Findings

CPLNI

With the exception of the mean obtained for post discharge patients on the psychologic category, patients considered all the informational categories
important. When the categories were ranked by inpatient rankings, the categories of risk factors and medications emerged as the most important to
learn and the categories of introduction to the hospital unit and diet emerged as the least important to learn. h’he\ category of risk factors emerged as

the most important to learn and the category of medications emerged as the second most important to learn when ranked by post discharge patients.

Information category: Inpatients ; Post-discharge patients
Introduction to hospital unit: 4.21 ; 4.34
Anatomy and Physiology: 4.32; 4.31

Psychologic: 4.28 ; 3.97
Risk factors: 4.42; 4.65
Medications: 4.42; 4.65
Diet: 4.21; 4.34
Activity: 4.36; 4.25
Miscellaneous: 4.22; 4.20

Educator Preference Tool

A greater percentage of patients expressed a preference for physicians alone, rather than for nurses alone, to teach them all 8 informational
categories. Nurses received the highest percentage by patients in the category of introduction to the hospital unit and the lowest percentage in the
categories of risk factors and activity. No patients believed the nurse alone could teach them dietary information. Physicians received the highest
percentage by patients in the category of activity and the lowest percentage in the category of diet. Combining the percentages of nurses alone and
nurses with others, patients still preferred physicians to teach them all informational categories except introduction to hospital unit.

Percentage of patients expressing ‘Who can teach’ information categories
Information category: Nurses alone (%); Nurses with others (%); Physicians alone (%); others (%)

Introduction to hospital unit: 34% ; 24%; 41%; 1%
Anatomy and Physiology: 5%; 20%; 73%; 2%
Psychologic: 12%; 32%; 50%; 6%
Risk factors: 1%; 15%; 79%; 5%
Medications: 3%; 28% 55%; 14%
Diet: 0%,; 20%; 23%; 57%

Activity: 1%, 12%; 87%; 0%




Miscellaneous: 13%; 24%; 61%; 2%

HIS and HBS
The results of these 2 scales are not relevant to the question hence not reported.

Validated instruments used. Role of researcher not well described. Mean values reported but not Standard deviation. The study could have used

qualitative approach. This is a cross-sectional study design.

Comments




Study

McGillion 2004. Country: Canada
Quialitative study- Focus groups

Aim The aim of the study was to determine the self-management learning needs of chronic stable angina patients living at home in order to inform the
content of a future chronic stable angina self-management programme.

Population N=8 (chronic stable angina patients)
The study targeted both chronic stable angina patients and clinicians.
Eligible chronic stable angina patients: a) had stable angina symptoms for at least 6 months, b) were experiencing either class |, Il, or Ill angina, c) had a
medical diagnosis of CAD confirmed either by imaging or angiography.
The patients were recruited from two outpatient clinics and the cardiovascular rehabilitation centre at the study site. The age of the eight patients
ranged from 44 to 70 years, and one had post-secondary education. These two women and 6 men lived with angina from 6 months to 10 years. Three
participants worked full time, one part-time, 2 were retired and 2 were on disability pay due to their chronic stable angina symptoms.
Eligible clinicians were, a) registered nurses, nurse practitioners, or physicians practicing in the field of cardiology and b)at a university-affiliated
teaching hospital.

Method of Four groups were held in the same classroom setting at a major university-affiliated, teaching hospital and included two for clinicians (n=6,n=5) and

gaining views

two for chronic stable angina patients (n=5,n=3) [since views of clinicians are not relevant to the question, the results for the clinicians will not be
reported in the review].

Each session lasted approximately lasted approximately 1 % hours and all sessions consisted of semi-structured group interviews moderated by the
Principal investigator. A set of 3 questions was developed for both the angina patients groups and the clinician groups to generate thinking and
discussion about the day to day problems that angina patients face in relation to their symptoms and their corresponding self-management learning
needs.

The Principal investigator acted as the moderator, and an independent assistant moderator took field notes. At the end of each group, a summary of
the results was read back to the participants, enabling them to verify key issues.

Data analysis

All focus groups were audio-taped and then transcribed in full. Braden’s Self-Help model was the conceptual framework used to guide the transcript-
based analysis. Analysis was ongoing once the first focus group was conducted. Axial coding and constant comparison were used to derive key themes
in the data to be subsumed under the antecedents of Braden’s and Kruger’s model. The frequency, extensiveness, intensity, and specificity of
participant’s comments were of central importance for the two investigators who reduced the data in to these themes and then selected illustrative
quotes.

The results were thematized under the antecedents of Braden’s Self-Help Model :

Perceived Severity of iliness

Uncertainty

Limitation

Findings

Note: As we are looking at information needs of patients in this review, we will not be reporting the information requirements as stated by the




clinicians in the study.

Results according to the antecedent constructs of Braden’s Self-Help Model:

Perceived Severity of lliness:

The patients identified that education on interpreting angina symptoms was a high priority. The patients felt that they have great difficulty knowing
when they are experiencing angina versus some other type of pain symptom. The following are examples of typical patient comments:

“My main issue is trying to determine when it is angina that I’'m having versus some musculoskeletal kind of pain”.

“The one thing that’s going for the rest of your life is angina and learning to identify that you’re having it”.

“I’m constantly trying to figure out if its angina I’'m having or not”.

Patients also expressed experiencing difficulty in deciding when they should speak to a health professional about their condition.
“I guess in my life, I've been trained to tough it out and not be a baby-at times I’m also unsure if there is a problem, so | go on ignoring it, and | just hate
being a bother to busy people”.

Patients also had difficulty deciding to seek help, even when they were certain they were having a crisis that was beyond their capacity to manage at
home. The decision to go to the ER was often put on hold because patients doubted their own judgement, and the ER was seen as a burden. A typical
remark was:

“When I’m in trouble, going to the ER just seems like such an added burden, | hate it, they put you through so much-all those tests and it’s so chaotic-
and | know | have trouble, but I’'m never entirely certain that I really have to go”

Another major contribution to indecision about emergency assistance was found to be confusion about how ambulance services and tertiary care
centres are organised. A common question raised was why patients are often taken to a hospital where they had not been cared for previously.

“ My major question is when | have a major emergency and | call, or my wife calls, for an ambulance, why | am not brought to (name of the hospital),
the paramedics just say that ‘we will get turned away”’-but that’s where all my chart and information is. This makes no sense, so | want to put off going,
even when | really have to”.

Uncertainty:

The majority of patients stated they were taking a minimum of four medications and that they did not know the purpose of most of these medications.
Patients were also overwhelmed and confused about medication schedules, especially when they were taking several and had to take them at various
times during the day:

“I have so many pills and | don’t know what I’m taking the pills for, | always get confused and I’'m not sure if I’'m taking them right.”

“I’'m on a ton of medication, it’s so hard to get it right, | need help with this”.

Both patients felt that they were confused about exercise, specifically about acceptable duration and frequency:

“I really need help with not knowing if | push myself too hard when | exercise. Sometimes | think it’s better if | just sit on the couch and not do anything
atall. | know | have a heart condition, but at the same time, | don’t know what | should be doing and what | shouldn’t. | have a gut sense of what |
should be doing, but at the same time | don’t know if I’'m doing it right. | don’t find that there’s anybody to watch over me”.




Limitation:

Accepting both the physical and social limitations imposed by angina was repeatedly identified as a difficult issue for angina patients.

Data suggested that patients dealing with angina related limitations needed a forum in which to discuss the difficulties of identifying safe activity
limits:

“It’s good to talk about it. It’s a question of being realistic with yourself as you can be in terms of what you are facing, what the limitations are, then
you begin to adjust to that. Getting it out has helped me”.

Patients expressed a need for help in dealing with their anxiety. Most reported great anxiety about having to constantly anticipate subsequent angina
episodes; this was constantly tied with the fear of Ml and death:

“Sometimes | go in to a level of anxiety where | become concerned that maybe it’s going to progress to another attack. So sometimes | think that level
of anxiety may in itself bring on another attack, and | kind of think about what chemically is happening inside my body because of that second level of
anxiety and what it may be doing”.

Patients felt very stressed about having to manage angina in their lives, and felt that they were ill-equipped to deal with the day-to-day stressed that
sometimes exacerbated their angina:

“I never know what to eat, so that becomes a concern, because | stress myself off every time | look at a cookie”.

Several suggestions on how to deal with emotional responses and triggers were generated; the most popular were teaching guided imagery and
progressive muscle relaxation as means to alleviate anxiety, stress and general tension.

Additional findings:

The majority of patients expressed a need for a programme wherein they could learn to develop their chronic stable angina self-management skills. A
one patients said:

““From my perspective, because angina is the one thing that says with you, that you have to manage forever, | think reinforcement of how to manage
everything to do with that is important, and that’s why | would go in to a programme like this”.

Comments

Baseline data of patients reported. Methodology well described. Researcher role well described.







Methodology checklist: qualitative studies®

Study identification Pier C, Shandley KA, Fisher JL et al. Identifying the health and mental
Include author, title, reference,

year of publication health information needs of people with coronary heart disease, with

and without depression. Med J Aust. 2008; 188(12 Suppl):5142-5S144.

Guidance topic: Stable Angina Key research question/aim: What are the information needs of

patients with stable angina regarding their condition and its

management?
Checklist completed by:
Sharangini
Section 1: theoretical approach
Comments: To identify
1.11s a qualitative approach appropriate? X Appropriate health and mental health
For example: information needs of
e Does the research question seek to people with coronary
understand processes or structures, or [] Inappropriate heart dlseage V.VOUId
illuminate subjective experiences or need a qualitative
meanings? approach.
e Could a quantitative approach better have [ ] Not sure

addressed the research question?

Comments: To identify

1.2 Is the study clear in what it seeks to do? | [X] Clear the health and mental
For example: health information needs
e |s the purpose of the study discussed — of people with coronary

heart disease, with and
without co-morbid
depression.

aims/objectives/research question(s)? [ ] Unclear
e |Is there adequate/appropriate reference to
the literature?
e Are underpinning values/assumptions/theory | [] Mixed
discussed?

! This checklist is based on checklists in:

Spencer L. Ritchie J, Lewis J, Dillon L (2003) Quality in qualitative evaluation: a framework for
assessing research evidence. London: Government Chief Social Researcher’s Office. Available from:
www.strategy.gov.uk/downloads/su/qual/downloads/qqe rep.pdf

Public Health Resource Unit England (2006) Critical Appraisal Skills Programme (CASP) — making
sense of evidence: 10 questions to help you make sense of qualitative research . Available from:
www.phru.nhs.uk/Doc_Links/Qualitative%20Appraisal%20Tool.pdf

National Training and Research Appraisal Group (NTRAG); contact: www.ntrag.co.uk

British Sociological Association (BSA); contact: www.britsoc.co.uk



http://www.strategy.gov.uk/downloads/su/qual/downloads/qqe_rep.pdf�
http://www.phru.nhs.uk/Doc_Links/Qualitative%20Appraisal%20Tool.pdf�
http://www.ntrag.co.uk/�
http://www.britsoc.co.uk/�

Section 2: study design

2.1 How defensible/rigorous is the research
design/methodology?

For example:

Is the design appropriate to the research
question?
Is a rationale given for using a qualitative

X Defensible

[ ] Not defensible

Comments: Design
appropriate for the
research question.

approach? [ ] Not sure
o Are there clear accounts of the

rationale/justification for the sampling, data

collection and data analysis techniques

used?
e |Is the selection of cases/sampling strategy

theoretically justified?
Section 3: data collection

Comments: Semi-

3.1 How well was the data collection carried | [X] Appropriate structured interviews,

out?
For example:

Are the data collection methods clearly
described?

Were the appropriate data collected to
address the research question?

Was the data collection and record keeping
systematic?

[] Inappropriate

[ ] Not sure/
inadequately
reported

audio-taped, transcribed
verbatim after removal of
identifying information.




Section 4: validity

4.1 Is the role of the researcher clearly
described?

For example:

Has the relationship between the researcher
and the participants been adequately
considered?

Does the paper describe how the research
was explained and presented to the
participants?

X Clear

[ ] Unclear

[ ] Not described

Comments: The
interviewers guided the
interviews and
encouraged participants
to talk freely about the
subject matter but
redirected participants
who deviated from the
purpose of the
interviews.

Comments: Patients

4.2 Is the context clearly described? X Clear recruited form GP
For example: practices. Characteristics
e Are the characteristics of the participants of patients reported.
and settings clearly defined? [] Unclear
e Were observations made in a sufficient
variety of circumstances?
e Was context bias considered? [[] Not sure
Comments: Data
4.3 Were the methods reliable? X Reliable collected by only one
For example: method: Audio taping of
e Were data collected by more than one semi-structured
method? [] Unreliable interviews.
¢ |s there justification for triangulation, or for
not triangulating?
e Do the methods investigate what they claim [[] Not sure

to?




Section 5: analysis

5.1 Is the data analysis sufficiently

rigorous?

For example:

e Is the procedure explicit — is it clear how the
data were analysed to arrive at the results?

e How systematic is the analysis — is the
procedure reliable/dependable?

X] Rigorous

] Not rigorous

[ ] Not sure/not

Comments: Data
analysed by an
independent investigator
using the thematic
approach.

e Is it clear how the themes and concepts reported
were derived from the data?
Comments: Responses
5.2 Are the data ‘rich’? [ ] Rich not compared across
For example: groups.
e How well are the contexts of the data
described? [] Poor

e Has the diversity of perspective and content
been explored?

e How well have the detail and depth been

X] Not sure/not

demonstrated? reported
e Are responses compared and contrasted
across groups/sites?
Comments: Analysis
5.3 Is the analysis reliable? X] Reliable conducted an
For example: independent investigator;
e Did more than one researcher theme and subsequent examination
code transcripts/data? [ ] Unreliable of the analysis was done

e If so, how were differences resolved?

e Did participants feed back on the
transcripts/data? (if possible and relevant)

[ ] Not sure/not

by two additional
investigators.

e Were negative/discrepant results addressed | reported
or ignored?
Comments: Well
5.4 Are the findings convincing? X] Convincing supported themes with

For example:
Are the findings clearly presented?

[] Not convincing

quotations presented.

e Are the findings internally coherent?
¢ Are extracts from the original data included?
e Are the data appropriately referenced?
e |s the reporting clear and coherent? L] Not sure
Comments: Findings are
5.5 Are the findings relevant to the aims of X] Relevant descriptive of the
the study? information needs of the
[ ] Irrelevant patients.

[ ] Partially relevant




5.6 Are the conclusions adequate?

For example:

e How clear are the links between data,
interpretation and conclusions?

e Are the conclusions plausible and coherent?

e Have alternative explanations been explored
and discounted?

e Does this study enhance understanding of
the research subject?

e Are the implications of the research clearly
defined?

¢ |[s there adequate discussion of any
limitations encountered?

X] Adequate

[ ] Inadequate

[ ] Not sure

Comments: see narrative

Section 6: ethics

6.1 How clear and coherent is the reporting

of ethical considerations?

For example,

e Have ethical issues been taken into
consideration?

e Are ethical issues discussed adequately —
do they address consent and anonymity?

e Have the consequences of the research
been considered; for example, raising
expectations, changing behaviour?

e Was the study approved by an ethics
committee?

X Clear

[ ] Not clear

[ ] Not sure/not
reported

Comments: Study
approved by the Monash
University Human
Research and Ethics
Committee.




Study identification
Include author, title, reference, year of
publication

Weetch RM. Patient satisfaction with information
received after a diagnosis of angina. Prof Nurse. 2003;

19(3):150-153.

Guidance topic: Stable angina

Key research question/aim: What are the
information needs of patients with stable angina

regarding their condition and its management?

Checklist completed by: Sharangini

Section 1: theoretical approach

1.11s a qualitative approach appropriate?
For example:

Does the research question seek to
understand processes or structures, or
iluminate subjective experiences or
meanings?

X Appropriate

[] Inappropriate

Comments: Descriptive
study of patient
information needs
requires qualitative
approach.

e Could a quantitative approach better have [ ] Not sure

addressed the research question?

Comments:

1.2 Is the study clear in what it seeks to do? | [X] Clear Aim: To determine the
For example: level of satisfaction of
e Is the purpose of the study discussed — patients with the amount

aims/objectives/research question(s)? [] Unclear and quality of information
e Is there adequate/appropriate reference to that they receive.

the literature?
e Are underpinning values/assumptions/theory | L] Mixed

discussed?




Section 2: study design

2.1 How defensible/rigorous is the research
design/methodology?

For example:

Is the design appropriate to the research
question?

Is a rationale given for using a qualitative
approach?

Are there clear accounts of the
rationale/justification for the sampling, data
collection and data analysis techniques
used?

Is the selection of cases/sampling strategy
theoretically justified?

X Defensible

[ ] Not defensible

[ ] Not sure

Comments: The design
is appropriate to the
research question. The
authors state that to
measure a subjective
reaction a qualitative
approach is needed.

Section 3: data collection

3.1 How well was the data collection carried
out?

For example:

Are the data collection methods clearly
described?

Were the appropriate data collected to
address the research question?

Was the data collection and record keeping
systematic?

(] Appropriate

[] Inappropriate

X Not sure/
inadequately
reported

Comments: Data was
collected by
questionnaires.
Appropriate data was
collected addressed the
research question. But
additional details about
data
collection/questionnaires
not reported.




Section 4: validity

4.1 Is the role of the researcher clearly
described?

For example:

Has the relationship between the researcher
and the participants been adequately
considered?

Does the paper describe how the research
was explained and presented to the
participants?

[ ] Clear

[ ] Unclear

X] Not described

Comments: Role of the
researcher not well
described. The
participants were given a
letter of explanation,
together with a
questionnaire and a
stamped addressed
return envelope.

Comments: The

4.2 Is the context clearly described? [ ] Clear population were patients
For example: suffering from angina
e Are the characteristics of the participants who had been
and settings clearly defined? [] Unclear hospitalised in the
e Were observations made in a sufficient c(::%ronar;y c_atr_e we}rd.
variety of circumstances? arzj[]iréjilcaernz Ir?c?t c\)/vell
e Was context bias considered? [X] Not sure Eeportgd.
There was no discussion
of context bias.
Comments: Only one
4.3 Were the methods reliable? [ ] Reliable method was used —
For example: Questionnaire.
e Were data collected by more than one
method? [ ] Unreliable
¢ |s there justification for triangulation, or for
not triangulating?
e Do the methods investigate what they claim X] Not sure

to?




Section 5: analysis

5.1 Is the data analysis sufficiently

rigorous?

For example:

e Is the procedure explicit — is it clear how the
data were analysed to arrive at the results?

e How systematic is the analysis — is the
procedure reliable/dependable?

[ ] Rigorous

] Not rigorous

X] Not sure/not

Comments: No details
given on the method of
analysis used. The study
reports that both
quantitative and
qualitative themes were
identified.

e Is it clear how the themes and concepts reported
were derived from the data?
Comments: Contexts of
5.2 Are the data ‘rich’? [ ] Rich the data not well
For example: reported. The responses
e How well are the contexts of the data were compared between
described? X Poor patients who had

e Has the diversity of perspective and content
been explored?

e How well have the detail and depth been

[ ] Not sure/not

previous Ml and those
who had angina.

demonstrated? reported
e Are responses compared and contrasted

across groups/sites?

Comments: Not details of

5.3 Is the analysis reliable? [ ] Reliable analysis reported, hence
For example: difficult to consider the
¢ Did more than one researcher theme and results to be reliable.

code transcripts/data? [ ] Unreliable

e If so, how were differences resolved?

e Did participants feed back on the
transcripts/data? (if possible and relevant)

X] Not sure/not

e Were negative/discrepant results addressed | reported
or ignored?
Comments: Very brief
5.4 Are the findings convincing? [] Convincing description of the results

For example:
e Are the findings clearly presented?
Are the findings internally coherent?

X1 Not convincing

reported. No quotes from
participants/patients
reported.

¢ Are extracts from the original data included?
e Are the data appropriately referenced?
e |s the reporting clear and coherent? L] Not sure
Comments: The study
5.5 Are the findings relevant to the aims of X] Relevant also reported the type
the study? and amount of
[] Irrelevant information needs stated

[ ] Partially relevant

by participants in the
group.




5.6 Are the conclusions adequate?

For example:

e How clear are the links between data,
interpretation and conclusions?

e Are the conclusions plausible and coherent?
e Have alternative explanations been explored

X] Adequate

[ ] Inadequate

Comments: The results
of the study indicated
that patients want more
information. There was
no discussion regarding
the limitations of the
study. But the authors
state that ‘statistically a

and discounted? LI Not sure further study is needed to
e Does this study enhance understanding of confirm the findings of

the research subject? this study’.
e Are the implications of the research clearly

defined?
¢ |[s there adequate discussion of any

limitations encountered?
Section 6: ethics

Comments: Permission

6.1 How clear and coherent is the reporting | [X] Clear for the study was
of ethical considerations? obtained from the local
For example, ethics committee.
e Have ethical issues been taken into [] Not clear

consideration?

e Are ethical issues discussed adequately —
do they address consent and anonymity?

e Have the consequences of the research
been considered; for example, raising
expectations, changing behaviour?

e Was the study approved by an ethics
committee?

[ ] Not sure/not
reported




Study identification
Include author, title, reference, year of
publication

1990; 4(2):70-82.

Karlik BA, Yarcheski A, Braun J et al. Learning needs of

patients with angina: an extension study. J Cardiovasc Nurs.

Guidance topic: Stable Angina

Key research question/aim: What are the information
needs of patients with stable angina regarding their condition
and its management?

Checklist completed by: Sharangini

Section 1: theoretical approach

1.11s a qualitative approach appropriate?
For example:

Does the research question seek to
understand processes or structures, or
illuminate subjective experiences or
meanings?

X Appropriate

[] Inappropriate

Comments: Descriptive
study of learning needs
of patients requires
qualitative approach.

e Could a quantitative approach better have [ ] Not sure
addressed the research question?
Comments: Aim : To
1.2 Is the study clear in what it seeks to do? | [X] Clear compare the learning
For example: needs of patients with
e |s the purpose of the study discussed — angina with ratings by
aims/objectives/research question(s)? [] Unclear the patients themselves
e Is there adequate/appropriate reference to faonrdtrt]g%nurses who care
the literature? :
e Are underpinning values/assumptions/theory | L] Mixed

discussed?




Section 2: study design

2.1 How defensible/rigorous is the research
design/methodology?

For example:

Is the design appropriate to the research
question?

Is a rationale given for using a qualitative
approach?

Are there clear accounts of the
rationale/justification for the sampling, data
collection and data analysis techniques
used?

Is the selection of cases/sampling strategy
theoretically justified?

X Defensible

[ ] Not defensible

[ ] Not sure

Comments: Design is
appropriate to the
research question.

Section 3: data collection

3.1 How well was the data collection carried
out?

For example:

Are the data collection methods clearly
described?

Were the appropriate data collected to
address the research question?

Was the data collection and record keeping
systematic?

X Appropriate

[] Inappropriate

[ ] Not sure/
inadequately
reported

Comments: Data
collected by validated
learning needs
instruments.




Section 4: validity

4.1 Is the role of the researcher clearly
described?

For example:

Has the relationship between the researcher
and the participants been adequately
considered?

Does the paper describe how the research
was explained and presented to the
participants?

[ ] Clear

[ ] Unclear

X] Not described

Comments: Role of the
researcher not well
described.

Comments: Patients

4.2 Is the context clearly described? [ ] Clear were recruited from an
For example: acute care hospital
e Are the characteristics of the participants where patients were

and settings clearly defined? [] Unclear admitted for a cardiac
e Were observations made in a sufficient c(::e:]thetetrlsgt;pn. f

variety of circumstances? pat?erifsenrz)st Iv(\:/SeIIO

) . o
e \Was context bias considered [X] Not sure reported.
Comments: Only one

4.3 Were the methods reliable? X] Reliable method was used-
For example: Validated learning
e Were data collected by more than one Instruments.

method? [ ] Unreliable
¢ |s there justification for triangulation, or for

not triangulating?
e Do the methods investigate what they claim [[] Not sure

to?




Section 5: analysis

5.1 Is the data analysis sufficiently

rigorous?

For example:

e Is the procedure explicit — is it clear how the
data were analysed to arrive at the results?

e How systematic is the analysis — is the
procedure reliable/dependable?

[ ] Rigorous

X Not rigorous

[ ] Not sure/not

Comments: Qualitative
method sued. Means
values reported but not
standard deviation.

e Is it clear how the themes and concepts reported
were derived from the data?
Comments: Only
5.2 Are the data ‘rich’? [ ] Rich questions in the learning
For examp|e: needs instruments
e How well are the contexts of the data considered. Limited
described? [] Poor range of information

e Has the diversity of perspective and content
been explored?

e How well have the detail and depth been
demonstrated?

e Are responses compared and contrasted
across groups/sites?

X] Not sure/not
reported

categories in the learning
needs instruments.

5.3 Is the analysis reliable?
For example:

e Did more than one researcher theme and
code transcripts/data?

e If so, how were differences resolved?

e Did participants feed back on the
transcripts/data? (if possible and relevant)

[ ] Reliable

[ ] Unreliable

X] Not sure/not

Comments: No details on
data analysis reported.

e Were negative/discrepant results addressed | reported
or ignored?
Comments: Mean values
5.4 Are the findings convincing? [] Convincing and description of the

For example:
Are the findings clearly presented?

[] Not convincing

data reported.

e Are the findings internally coherent?
¢ Are extracts from the original data included?
e Are the data appropriately referenced?
e |s the reporting clear and coherent? X] Not sure
Comments: Study
5.5 Are the findings relevant to the aims of X] Relevant reports the preferred
the study? information categories by
I:‘ Irrelevant the patients and

[ ] Partially relevant

preference of educator.




5.6 Are the conclusions adequate?

For example:

e How clear are the links between data,
interpretation and conclusions?

e Are the conclusions plausible and coherent?
e Have alternative explanations been explored

X] Adequate

[ ] Inadequate

Comments: Authors state
the limitations of the
study: small sample size,
limited range of
responses on the Likert
scale.

Further research as
reported in the study:

and discounted? L] Not sure Use of a more sensitive
e Does this study enhance understanding of instrument so that subtle
the research subject? differences in beliefs
e Are the implications of the research clearly might be more readily
defined? detected and reliabilities
e |s there adequate discussion of any might be increased.
limitations encountered?
Section 6: ethics
Comments: Approval by
6.1 How clear and coherent is the reporting | [X] Clear Institutional Review
of ethical considerations? Board.
For example,
e Have ethical issues been taken into [] Not clear

consideration?

e Are ethical issues discussed adequately —
do they address consent and anonymity?

e Have the consequences of the research
been considered; for example, raising
expectations, changing behaviour?

e Was the study approved by an ethics
committee?

[ ] Not sure/not
reported




Study identification McGillion MH, Watt-Watson JH, Kim J et al. Learning by heart: a focused group
Include author, title,
reference, year of

publication patients. Can J Cardiovasc Nurs. 2004; 14(2):12-22.

study to determine the self-management learning needs of chronic stable angina

Guidance topic: Stable Key research question/aim: What are the information needs of

angina patients with stable angina regarding their condition and its management?

Checklist completed by:

Sharangini

Section 1: theoretical approach

Comments: Descriptive
1.11s a qualitative approach appropriate? X] Appropriate study of patient learning
For example: needs requires a

e Does the research question seek to qualitative approach.
understand processes or structures, or [] Inappropriate
iluminate subjective experiences or
meanings?

e Could a quantitative approach better have [ ] Not sure
addressed the research question?

The purpose of the study

1.2 Is the study clear in what it seeks to do? | [X] Clear was to determine the self-

For example: management learning

e |[s the purpose of the study discussed — nee_ds of chronlc_ s.table
aims/objectives/research question(s)? [ ] Unclear angina patients living at

e |s there adequate/appropriate reference to home.

the literature?
e Are underpinning values/assumptions/theory | [] Mixed
discussed?




Section 2: study design

2.1 How defensible/rigorous is the research
design/methodology?

For example:

Is the design appropriate to the research
question?
Is a rationale given for using a qualitative

X Defensible

[ ] Not defensible

Comments: The study
design is appropriate to
the research question.
The authors give the
rationale for using focus
groups in the study
“Focus groups foster the
‘collective voice’, rather

2
approach’ L] Not sure than individual voices,

e Are there clear accounts of the allowing for more free
rationale/justification for the sampling, data expression of ideas from
collection and data analysis techniques participants who may
used? _ _ otherwise feel

e |s the selection of cases/sampling strategy constrained or pressured
theoretica”y justlfled'? by the researcher in a

one-to-one interview
situation”.

Section 3: data collection

Comments: Focus

3.1 How well was the data collection carried | [X] Appropriate groups were held in a

out?
For example:

Are the data collection methods clearly
described?

Were the appropriate data collected to
address the research question?

Was the data collection and record keeping
systematic?

[] Inappropriate

[ ] Not sure/
inadequately
reported

classroom setting and
semi-structures
interviews moderated by
the Principal investigator.
An independent assistant
moderator took field
notes and all focus
groups were audio taped.




Section 4: validity

4.1 Is the role of the researcher clearly
described?

For example:

Has the relationship between the researcher
and the participants been adequately
considered?

Does the paper describe how the research
was explained and presented to the
participants?

X Clear

[ ] Unclear

[ ] Not described

Comments: The Principal
investigator explained
the procedure to the
focus groups and also
moderated the semi-
structured interviews.

Comments: Participants

4.2 Is the context clearly described? X Clear recruited from two
For example: outpatient clinics and the
e Are the characteristics of the participants cardiovascular
and settings clearly defined? [] Unclear rehabilitation centre at
e Were observations made in a sufficient E?r? stu?y ?Q"E[.e' f
variety of circumstances? pasiﬁgaer:tlz Irce::spgrte d
e Was context bias considered? [[] Not sure There was no discussion
of context bias.
Comments: Data only
4.3 Were the methods reliable? X Reliable collected by one method-
For example: audio taplng of the semi-
e Were data collected by more than one structured interviews and
method? [] Unreliable then transcribed in full.
¢ |s there justification for triangulation, or for
not triangulating?
e Do the methods investigate what they claim [[] Not sure

to?




Section 5: analysis

5.1 Is the data analysis sufficiently
rigorous?

For example:

Is the procedure explicit — is it clear how the
data were analysed to arrive at the results?
How systematic is the analysis — is the
procedure reliable/dependable?

X] Rigorous

] Not rigorous

[ ] Not sure/not

Comments: Branden’s
Self-Help Model was the
conceptual framework
and was used to guide
the transcript based
analysis.

e Is it clear how the themes and concepts reported
were derived from the data?
Comments: Responses
5.2 Are the data ‘rich’? [ ] Rich not compared between
For example: groups. The authors
e How well are the contexts of the data report that, as no new
described? [] Poor themes emerged during

Has the diversity of perspective and content
been explored?

How well have the detail and depth been

X] Not sure/not

the second patient group
in relation to the first, the
investigators determined
the data saturation had

demonstrated? reported been reached and that
e Are responses compared and contrasted interviewing the absent
across groups/sites? individuals at a later date
was unnecessary.
Comments: Two
5.3 Is the analysis reliable? X] Reliable researchers reduced the
For example: data in to themes and
e Did more than one researcher theme and then selected key
code transcripts/data? [] Unreliable illustrative quotes. At the

If so, how were differences resolved?

Did participants feed back on the
transcripts/data? (if possible and relevant)

[ ] Not sure/not

end of each focus group
session, a summary of
the results was read
back to the participants,

e Were negative/discrepant results addressed | reported enabling them to verify
or ignored? key issues.
Comments: Well
5.4 Are the findings convincing? X] Convincing supported themes with

For example:

Are the findings clearly presented?

[] Not convincing

quotations presented.

e Are the findings internally coherent?
¢ Are extracts from the original data included?
e Are the data appropriately referenced?
¢ |s the reporting clear and coherent? [ Not sure
Comments: Findings are

5.5 Are the findings relevant to the aims of X] Relevant descriptive of the
the study? learning needs of the

[] Irrelevant participants.

[ ] Partially relevant




5.6 Are the conclusions adequate?
For example:

How clear are the links between data,
interpretation and conclusions?

Are the conclusions plausible and coherent?
Have alternative explanations been explored

X] Adequate

[ ] Inadequate

Comments: The study
reports the limitations of
the study: Use of
purposive sampling,
which may limit
transferability of findings;
use of focus groups may
create an artificial

and discounted? [[] Not sure settin
g.
e Does this study enhance understanding of Further research defined:
the research subject? Include broad range of
e Are the implications of the research clearly professionals (beyond
defined? nursing and medicine) in
¢ |[s there adequate discussion of any order to obtain a wider
limitations encountered? perspective on the self-
management learning
needs of chronic stable
angina patients.
Section 6: ethics
Comments: Approval
6.1 How clear and coherent is the reporting | [X] Clear from Ethical review
of ethical considerations? boards of a Canadian
For example, University and
e Have ethical issues been taken into [ Not clear University-affiliated

consideration?

Are ethical issues discussed adequately —
do they address consent and anonymity?
Have the consequences of the research
been considered; for example, raising
expectations, changing behaviour?

Was the study approved by an ethics
committee?

[ ] Not sure/not
reported

hospital.




Evidence Extractions

Question: What is the clinical /cost effectiveness of short acting drugs
for the management of angina?



Grading: 1+

Well-conducted meta-analyses, systematic reviews of RCTs,
or RCTs with a low risk of bias

Atterhog JH;Ekelund LG;Melin AL;

Effect of nifedipine on exercise tolerance in patients with angina pectoris

Ref ID 2760

1975 Feb 28

Study Type Randomised Controlled Trial Funding No sources of funding are

Number of participant

Inclusion/Exclusion
Criteria

Patient Characteristics

Recruitment

Setting

Interventions/ Test/
Factor being
investigated

Comparisons

Length of Study/
Follow-up

Outcome measures
studied

Results

reported

RCT with crossover design
N=10
Swedish study

Not specified

Males aged between 44-69 years (average 57.3 years) with a classic history of
angina pectoris of effort (mean 3.3 years duration) and stable angina documented for
at least 4months. 7/10 had had at least one infarct but not during previous year.

No participant had heart failure, hypertension, intermittent claudication, rhythm
disturbances or conduction defects.

The trial was conducted in Sweden

Unclear

10 mg nifedipine capsule kept in the mouth and chewed (sublingual administration)
identical placebo capsule

Nifedipine vs placebo

There were 4 tests (approx 1hr) in 2 wks after entering the study.Randomisation was
to wk1 stepwise load test (repeated 2 days later) and wk 2 continuously increasing
load test (repeated 2 days later), or vice versa, and to order of treatment within tests

Relevant outcomes: Total work time, total workload, workload at breakpoint.

Others: Number of loads, highest load, heart rate at breakpoint, systolic blood
pressure at breakpoint, patient reported symptoms (questionnaire) at breakpoint,
adverse events

No primary/secondary outcomes noted. No standard deviations were given for the
mean values reported, only approximate p-values.

Relevant outcomes (recorded for both a stepwise and continuous increasing load):
Total work time, total work, estimated workload at breakpoint. Breakpoint is the time
at which each participant stopped exercising because of chest pain.

No details are reported on baseline therapy

No details of a wash out period are given.

Patients performed tests at the same time of day on each occasion. Food intake was
standardised and smoking not permitted before the test.

Stepwise test : Using a electrically braked bicycle with the participant in the sitting
position and increasing loads every six minutes

Continuous test : Using a electrically braked bicycle with the participant in the sitting
position for a 2 minute warm up, then increasing load continuously and linearly at a
predetermined individual rate (nifedipine mean rate of increase = 80 kpm/min/min,
placebo mean rate of increase = 79kpm/min/min, p=non significant)

For stepwise load test:
Total work time
Nifedipine = 22.0 minutes, Placebo = 16.8 minutes



Safety and adverse
effects

Does the study
answer the question?

Effect due to factor in
study?

Consistency of
results with other
studies?

Directly applicable to
guideline population?

Internal Validity

Mean difference = 5.2
p<0.02

Total work

Nifedipine = 10976 kpm, Placebo = 7291 kpm
Mean difference = 3685 kpm

p<0.01

Estimated workload at breakpoint

Nifedipine = 722 kpm/min, Placebo = 578 kpm/min
Mean difference = 146kpm/min

p<0.01

For continuous load test:

Total work time

Nifedipine = 12.9 minutes, Placebo = 11.8 minutes
Mean difference = 1.1 minutes

p<0.05

Total work

Nifedipine = 6225 kpm, Placebo = 5079 kpm
Mean difference = 1146 kpm

p<0.0025

Estimated Workload at breakpoint

Nifedipine = 978 kpm/min, Placebo = 866 kpm/min
Mean difference = 112 kpm/min

p<0.05

No safety issues are reported in the trial. Patients spontaneously reported a feeling of
"heat in the face" at an average 14 minutes after 11 of 20 administrations of
nifedipine.

Yes this study helps answer the key question, although the sample size is small.

This double blind, randomised cross over trial examined the effect of short acting
(sublingual) nifedipine compared to placebo in 10 males with angina who underwent
two types of exercise testing (with stepwise and continuous load increases) within a
two week period. Exercise testing began 30 minutes after adminstration of treatment
and stopped when chest pain prevented the participant from continuing. In both tests
nifedipine significantly improved exercise performance (total work time, total
workload and estimated workload at breakpoint) compared to placebo.

These results suggest that prophylatic use of short acting nifedipine is more effective
than placebo in improving exercise duration and workload undertaken 30 minutes
after administration .

See GRADE

Not applicable

See GRADE

Selection and performance bias

Marra S;Paolillo V;Baduini G;Spadaccini F;Angelino PF;

Acute effects of chewable nifedipine on hemodynamic responses to upright exercise in patients with prior
myocardial infarction and effort angina

Ref ID 2409

Study Type

Randomised Controlled Trial

1983 Jan

Funding No study funding details are
reported



Number of participant

Inclusion/Exclusion
Criteria

Patient Characteristics

Recruitment

Setting

Interventions/ Test/
Factor being
investigated

Comparisons

Length of Study/
Follow-up
Outcome measures
studied

Results

Safety and adverse
effects

Does the study
answer the question?

Effect due to factor in
study?

Double blind RCT with crossover design
N=10
Italian study

Not stated

10 males (age range 37 - 59, mean 49.4) with stable angina and a Ml within previous
3 months. 7/10 had ischaemic ST segment changes during exercise. None had heart
failure, mitral regurgitation, ventricular arrythmia above Lown grade 3, chronotropic
incompetence or effort hypotension. All participants underwent coronary angiography
as well as right and left coronary catheterisation forty days prior to trial
commencement. Exercise test 1 was performed 48hrs later. Exercise test 2 was
within the next 40 days to establish the stability and threshold of angina. Patients
were hospitalised and for a week before testing were limited to GTN treatment only
(wash out). Beta blockers were stopped 5 days prior to the trial drug administration
(wash out). An exercise test was performed 20-25 minutes after each drug's
administration. Both tests performed at the same time of day 24 hours apart.

Not specified

Hospital

20mg sublingual nifedipine (2 pills chewed and held in the mouth for 10 minutes
before ingestion)
identical placebo pills

Sublingual nifedipine vs sublingual placebo

Patients were followed for 40 days prior to trial drug administration and during
exercise tests following trial drug administration on 2 subsequent days.

Mean work capacity (minutes of exercise) at angina threshold
Maximal work capacity (minutes of exercise) at maximal exercise level

No outcomes were noted as being primary or secondary.

Mean work capacity (minutes of exercise) at angina threshold
Nifedipine group = 8.80 SD 2.89

Placebo group = 6.70 SD 2.67

p = 0.001

Maximal work capacity (minutes of exercise) at maximal exercise level
Nifedipine group =10.00 SD 3.06

Placebo group = 7.70 SD 2.75

p = 0.001

None are reported

Yes this study helps answer the key question.

This double blind, randomised cross over trial examined the effect of short acting
(sublingual) nifedipine compared to placebo in 10 males with angina who had had an
MI within the previous 3 months and recent cardiac catheterisation. Participants
underwent two baseline exercise tests prior to administration of nifedipine/placebo,
then had one test 20-25 minutes after administration of each drug on subsequent
days. Exercise tests were stopped either at the appearance of grade 3 or 4 angina
or when ischaemic ST segment changes became evident. If only one of these two
signs was present the exercise was continued until fatigue or dysnoea appeared.
Nifedipine significantly improved exercise performance (mean work capacity at
angina threshold and maximal work capacity at maximal exercise level) compared to
placebo.

These results suggest that prophylatic use of short acting nifedipine is more effective
than placebo in improving exercise work capacity 25 minutes after administration .

See GRADE



Consistency of
results with other
studies?

Directly applicable to
guideline population?

Internal Validity

Not applicable

See GRADE

Selection bias

Mooss AN;Mohiuddin SM;Hilleman DE;Sketch MH;

A comparison of sublingual nifedipine versus nitroglycerin in the treatment of acute angina pectoris

Ref ID 1631

1989 Jul

Study Type Randomised Controlled Trial Funding No details provided

Number of participant

Inclusion/Exclusion
Criteria

Patient Characteristics

Recruitment

Setting

Interventions/ Test/
Factor being
investigated

Comparisons

Length of Study/
Follow-up

Outcome measures
studied

Results

Single blind RCT with crossover design for non responders to treatment
US study

n=13

nifedipinen =6, GTNn=7

4 of the nifedipine group crossed over to GTN after 4 minutes

Inclusion criteria :

Men or women aged 19-70 years who developed typical anginal pain with or without
electrocardiographic changes during diagnostic Bruce treadmill exercise testing were
eligible to participate.

Exclusion criteria:

Patients with significant pulmonary, peripheral vascular or orthopaedic disease.
Patients who had had MI or who had undergone CABG in the previous 6 wks.
Patients taking nitrates, BBs, digoxin or CCBs.

All study participants had 70% or more stenosis in one or more coronary arteries.

GTNn=7

6 males , 1 female mean age 54 +/- 9 yrs

5 of 7 had> 1mm ST segment depression on ECG during Bruce treadmill test
Mean pain intensity rating prior to treatment 7.6 +/- 1.1

Nifedipine n = 6

5 males, 2 females mean age 56 +/- 12 years

6 of 6 had> 1Tmm ST segment depression on ECG during Bruce treadmill test
Mean pain intensity rating prior to treatment 7.8 +/- 0.8 (not significantly different to
GTN group)

No details provided

Unclear

0.4mg tablet GTN given sublingually
10mg liquid nifedipine syringed from a nifedipine capsule and given sublingually

SL GTN tabletvs SL nifedipine liquid

Patients were followed for four minutes after receiving their randomised drug. Those
who had <50% reduction in pain intensity were crossed over to the alternate therapy
and followed for another 2 minutes.

No primary or secondary outcomes are detailed

Relevant outcomes:

No pts with complete pain resolution at 2 mins and 4 mins,

Mean pain intensity rating at 2 mins and 4 mins,

No pts with complete pain resolution at 2 mins after cross over therapy

No pts with pain at 0 mins
GTN=7/7
Nifedipine = 6/6



Safety and adverse
effects

Does the study
answer the question?

Effect due to factor in
study?

Consistency of
results with other
studies?

Directly applicable to
guideline population?

Internal Validity

Mean pain intensity rating at 0 mins
GTN =7.6 +/- 1.1
Nifedipine = 7.8 +/- 0.8

mean pain intensity rating at 2 mins
GTN=1.0+/-17
Nifedipine = 7.3 +/- 2.1

mean pain intensity rating at 4 mins
GTN=0.4 +/-0.8
Nifedipine = 6.0 +/- 1.7

No pts with complete pain resolution at 4 mins
GTN = 5/7
Nifedipine = 0/6

No pts with complete pain resolution at 2 mins
GTN = 5/7
Nifedipine = 0/6

No pts with complete pain resolution at 2 mins after cross over therapy
Nifedipine crossed to GTN = 4/4
GTN crossed to nifedipine = 0

Adverse reactions attributable to nifedipine and nitroglycerin were negligible. No
patients complained of side effects following nifedipine alone. Two of the nifedipine
patients complained of flushing following GTN administration and one of these
patients developed a headache. One of the seven patients who received GTN alone
complained of headache.

Yes this study helps answer the key clinical question, although the study is small

This RCT compared the effect of SL GTN to SL nifedipine for the relief of anginal
pain caused by treadmill exercise. 13 patients with stable angina participated.At 2
minutes post treatment, there was a significant number of participants with 100%
pain relief and lower mean pain intensity in the GTN group.Mean pain intensity was
lower for the two remaining participants with pain at 4 minutes. However, the number
of participants with 100% pain relief and mean pain intensity in the SL nifedipine
group had not changed significantly from baseline. By four minutes only 2 of 6
partipants in the SL nifedipine group had >50% reduction in mean pain intensity.

These results suggest that 0.4mg SL GTN decreases anginal pain and terminates
anginal attacks more quickly than 10mg SL nifedipine.

See GRADE

Not applicable

See GRADE

Selection bias



Grading: 1-

Meta-analyses, systematic reviews of RCTs, or RCTs with a
high risk of bias*

Pupita G;Mazzara D;Centanni M;Rimatori C;Ferretti GF;Dessi FP;Russo P;Rappelli A;

Ischemia in collateral-dependent myocardium: effects of nifedipine and diltiazem in man

Ref ID 1198

1993 Jul

Study Type Randomised Controlled Trial Funding Details are not reported

Number of participant

Inclusion/Exclusion
Criteria

Patient Characteristics

Recruitment

Setting

Interventions/ Test/
Factor being
investigated

Comparisons

Length of Study/
Follow-up

Outcome measures
studied

Results

Single blind RCT with crossover design
N=9
Italian study

Inclusion criteria :

1) Chronic stable angina without changes in symptoms in previous 3 months

2) Presence of >=1 completely blocked coronary arteries filled by collateral circulation
arising from angiographically normal coronary arteries

3) No stenosis in remaining vessels

4) Normal global and segmental left ventricular wall motion

5) Positive exercise test off therapy.

All patients were in sinus rhythm and had normal resting ST segment level

None had heart failure, cardiomyopathy, valvular disease or were taking digitalis

9 consecutively recruited males

Aged 52 to 69 (mean 60+/- 5 years)

4 with left anterior descending artery occlusion, 5 with right coronary artery occlusion
(1 with additional circumflex artery occlusion and 1 with additional first obtuse
marginal branch artery occlusion)

Ejection fraction range 62% to 72%

7 with normal ECG, 1 with flat Tw V4-V6, 1 with negative Tw V1-V2

Duration of symptom onset range 0.9 to 14 years

3 with occasional effort angina, 2 with effort angina, 3 with effort/variable threshold
angina, 1 with effort/variable threshold/rest angina,

CCS angina class - 3 with no score, 3 with score Il, 3 with score lll

All patients were in sinus rhythm and had normal resting ST segment level
None had heart failure, cardiomyopathy, valvular disease or were taking digitalis

Details are not reported

Details are not reported

10mg of sublingual nifedipine
120mg of oral diltiazem
0.5mg of sublingual nitroglycerin

Nifedipine vs no treatment
Nifedipine vs nitroglycerin

Nifedipine vs diltiazem
Diltiazem vs no treatment
Nitroglycerin vs no treatment
Diltiazem vs nitroglycerin

Patients were involved in the study for a duration of approximately 24 Days.
Assessments were made at the start and end of this period ("off therapy") and three
times directly following administration of drugs

Outcomes are not classed as primary or secondary.
Relevant outcome :
Mean exercise time to Tmm ST depression (secs)

Protocol

Washout periods
>= 2 days for CCBs and Oral nitrates



Safety and adverse
effects

Does the study
answer the question?

Effect due to factor in
study?

Consistency of
results with other
studies?

Directly applicable to
guideline population?

Internal Validity

Ryden L;Schaffrath R;

>= 4 days for BBs

Washout as appropriate, followed by a baseline exercise test, then with 2 day
intervals between each and according to randomisation sequence

1) exercise test 5 minutes after 10mg of sublingual nifedipine

2) exercise test 1 hr after 120mg of oral diltiazem

3) exercise test 5 minutes after 0.5mg of sublingual nitroglycerin

A second "off therapy" exercise test performed within the subsequent 2 weeks

Mean exercise time to Tmm ST depression (secs)

Off therapy = 430 +/- 176 s
Nifedipine =576 +/- 205 s
Nitroglycerin = 666 +/- 76 s

Nifedipine vs off therapy (no treatment) p< 0.01
Nifedipine vs nitroglycerin p=0.09

Details are not reported

Yes this study helps answer the key question, although the sample size is small.

This single blind, randomised cross over trial examined the effects of sublingual
nifedipine, oral diltiazem and sublingual nitroglycerin in 10 males with stable angina
who underwent exercise testing "off therapy" at baseline and 2wks after the last drug
administration and "on therapy" testing after administration of each drug.
Haemodynamic and exercise test outcomes were collected. Nifedipine significantly
increased the mean exercise time to 1mm ST depression compared to no treatment.
However, there was no significant difference in this parameter when nifedipine and
nitroglycerin were compared.

These results suggest that prophylatic use of short acting nifedipine is more effective
than no treatment in improving exercise duration before angina onset but that there

is no significant difference in exercise time before angina onset between nifedipine
and nitroglycerin

See GRADE

Not applicable

See GRADE

Selection bias

Buccal versus sublingual nitroglycerin administration in the treatment of angina pectoris: a multicentre study

Ref ID 1867
Study Type

Number of participant

Inclusion/Exclusion
Criteria

Randomised Controlled Trial

1987 Sep

Funding No details are reported

Open RCT with cross over design
N=126
Swedish study

Inclusion criteria

Patients with stable exercise-induced angina demonstrated by a typical case history
and exercise test in 80% of patients or by a well documented, long duration case
history of exercise induced chest pain relieved by rest (20%).

Exclusion criteria:
Concomitant diseases that could affect angina adversly (eg anaemia)



Patient Characteristics

Recruitment

Setting

Interventions/ Test/
Factor being
investigated

Comparisons

Length of Study/
Follow-up

Outcome measures
studied

Results

Safety and adverse
effects

A history of myocardial infarction within the previous 4 weeks

All patients had at least a 6 month history of stable angina with a minimum of 5
attacks/wk

Mean age 61+/- 8 years (range 38-82)

Male 80%

Dental prosthesis 35%

All were on stable chronic treatment for angina
BB only - 37%

CCB only- 18%

BB and CCB - 40%

LAN only - 3%

Dipyridamole - 2%

LAN with or without other drugs - 76%

Patients were recruited from 11 participating hospitals according to a protocol

Hospital outpatient clinics in Sweden

2.5mg or 5mg buccal GTN tablet for the treatment or prophylaxis of angina (tablet
held in the cheek for 15 minutes 1) after the relief of angina, 2) after stopping an
activity inducing pain or 3) following cessation of activity, when taken prophylactically
prior to activity starting.)

0.25mg or 0.5mg sublingual GTN tablet used for treatment or prophylaxis of angina
(the patients' standard treatment)

Buccal GTN vs Sublingual GTN

Patients participated for 6 weeks. All patients received training on use of buccal GTN
and their dose was titrated over 2 weeks, then they were randomised to 2 wks buccal
, then 2wks sublingual GTN or vice versa

Primary and seondary outcomes are not specified."
Relevant outcomes:
Total number of treated anginal attacks, pain severity, prevention of expected attack

During the study background medications were kept constant.

Off therapy" data are not reported.

Outcomes recorded in patient diaries and from 2 questionnaires administered at wk 4
and 6

Total number of treated anginal attacks during treatment
Buccal GTN = 1381

SLGTN = 1978

p<0.01

Pain severity (read from graph)
Buccal GTN

Mild = 35%

Moderate = 43%

Severe = 22%

Sublingual GTN
Mild = 35%
Moderate = 45%
Severe = 20%

p= non-significant

Prevention of expected attack
SL GTN = 532/806 (66%)
Buccal GTN = 687/929 (74%)
p<0.05

4 patients were withdrawn from the study due to side effects of buccal GTN
(headache 3 patients, flushing 1 patient)

Side effects reported following active enquiry

Headache

Buccal GTN = 30%

Sublingual GTN =27%



Does the study
answer the question?

Effect due to factor in
study?

Consistency of
results with other
studies?

Directly applicable to
guideline population?

Internal Validity

Sandler G;Clayton GA;

p = non significant

Dizziness

Buccal GTN = 6%
Sublingual GTN =11%
p = non significant

Flush

Buccal GTN = 11%
Sublingual GTN =15%
p = non significant

Smarting sensation in mouth
Buccal GTN = 64%
Sublingual GTN =40%

p <0.05

This study does not provide high quality data with which to answer the question. It is
a poorly reported, open label, cross over RCT of 113 stable angina patients who
took buccal and sublingual GTN for the treatment and prevention of angina. Off
therapy data were not recorded, some results were narratively described rather than
being tabulated, and results were often dichotomised or categorised where a mean
value (with SD) would have been more informative. As such, results should be
interpreted cautiously.

Significantly fewer anginal attacks occurred and were treated during the buccal GTN
period than in the SL GTN period. The severity of pain associated with attacks was
similar in each group. Prophylactic buccal GTN prevented significantly more
expected angina attacks when compared to prophylactic use of SL GTN.

See GRADE

Not applicable

See GRADE

Selection, performance, detection bias.

Glyceryl trinitrate in angina pectoris: tablet or aerosol?

Ref ID 262

1967 Nov 4

Study Type Randomised Controlled Trial Funding No details are reported

Number of participant

Inclusion/Exclusion
Criteria

Patient Characteristics

Quasi RCT with crossover design
n=23
UK study

Inclusion criteria:

Patients with well-authenticated and typical attacks of angina

Confirmation of myocardial ischaemia with ST depression or junctional depression
(QX/QT>50%)demonstrated on exercise test

Exclusion criteria:
not reported

Patients with stable angina of duration range 3-72 months with attacks occurring 3 to
40 times weekly.

Previous Ml = 4/23 participants

Age range 39-69 years

Males = 20/23



Recruitment

Setting

Interventions/ Test/
Factor being
investigated

Comparisons

Length of Study/
Follow-up

Outcome measures
studied

Results

Safety and adverse
effects

Does the study
answer the question?

Effect due to factor in
study?

Consistency of
results with other
studies?

No details are reported

Hospital setting

0.26mg (2 puffs) GTN aerosol
Identical aerosol placebo
0.5mg sublingual GTN tablet

SL GTN tablet vs GTN spray

Patients were hospitalised for the duration of the six day trial.

primary and secondary outcomes are not reported.
Relevant outcomes :

Mean change in exercise undertaken (no of circuits)
Mean change in exercise time before angina (seconds)

Exercise tests were made at the same time each day, in the same environment and
with the same technical staff.
No information about concurrent therapy is reported.

Mean change in exercise undertaken (no of circuits):

Effect of treatment (SL GTN tablet before exercise) = 80.9
Control (SL GTN tablet given after exercise) = 80.0
Mean change = +0.9 circuits

Effect of treatment (GTN Spray before exercise) = 83.5
Control (GTN Spraygiven after exercise) = 81.5
Mean change = + 2.0

p = non significant (reported by author, no SD of means given)

Mean change in exercise time before angina (seconds):

On treatment: SL GTN tablet given before exercise: mean exercise time = 371.3
Control: SL GTN tablet given after exercise mean exercise time = 332.7

Mean change = + 68.2 secs

On treatment: GTN Spray given before exercise mean exercise time = 339.1
Control: GTN Spray givenafter exercise mean exercise time = 350.3
Mean change = +14.5

p = non significant (reported by author, no SD of means given)
No meaningful data reported

This quasi RCT with cross over design does not provide reliable data with which to
answer the question. It is likely that there is selection and performance bias because
of poor randomisation technique increasing the chance of poor allocation
concealment. It is unclear to what extent technical staff and patients were blinded to
treatments.

The trial included 23 patients with stable angina. Patients performed an exercise test
each day (6 in total) with one of the three treatments being given before or after
exercise according to allocated treatment schedule. No significant differences in the
amount of exercise performed or in the time to onset of anginal symptom was
identified between the sublingual GTN tablet group and the GTN spray group during
testing.

No

Not applicable



Directly applicable to Yes
guideline population?

Internal Validity Selection bias and performance bias



Evidence Extractions

Question: What is the comparative clinical /cost effectiveness of
standard antianginal drugs (beta blockers, calcium channel
blockers) for the management of angina?



Grading: 1++

High-quality meta-analyses, systematic reviews of RCTs} or
RCTs with a very low risk of bias

Pepine CJ;Handberg EM;Cooper DR;Marks RG;Kowey P;Messerli FH;Mancia G;Cangiano JL;Garcia BD;Keltai
M;Erdine S;Bristol HA;Kolb HR;Bakris GL;Cohen JD;Parmley WW;INVEST I;

A calcium antagonist vs a non-calcium antagonist hypertension treatment strategy for patients with coronary artery
disease. The International Verapamil-Trandolapril Study (INVEST): a randomized controlled trial

Ref ID 383

2003 Dec 3

Study Type Randomised Controlled Trial Funding INVEST was supported by

Number of participant

Inclusion/Exclusion
Criteria

Patient Characteristics

Recruitment

Setting

Interventions/ Test/
Factor being
investigated

the University of Florida and
grants from BASF Pharma
and Abbot Laboratories.

N= 22576. N=11267 (verapamil,calcium antagonist strategy) ; N=11309 (Atenolol,
non- calcium antagoinst strategy)

Inclusion criteria*

Patients were eligible if they were aged 50 years or older and had documented CAD,
with essential hypertension requiring drug therapy. Documented CAD was defined as
any of the following: remote (=23 months prior to enrolment) confirmed MI, coronary
angiogram with more than 50% narrowing of at least 1major coronary artery,
diagnosis of classic angina pectoris, or concordant abnormalities on 2 different types
of signals (electrocardiograms, echocardiograms, and/or radionuclide scans) from
stress tests provided that 2 different signals showed findings consistent for ischemia.
Patients with heart failure classes | through class Ill was included.

Exclusion criteria

Patients taking B-blockers within 2 weeks of randomisation or taking B-blockers for
an Ml that occurred in the previous 12 months were excluded to avoid withdrawal
phenomena in patients randomised to the CAS (verapamil) group.

*Trial was designed to compare outcomes in older hypentive patients treated with
Verapamil (Calcium antagonist strategy) and Atenolol (non-calcium antagonistic
strategy).

Baseline characteristics:

Characteristic- Verapamil: Atenolol

Age (yrs) mean - 66: 66.1

>70 (mean (SD)) - 3694 (32.8): 3829 (33.9)
Women (mean (SD)) — 5850 (51.9): 5920 (52.3)
Angina pectoris- 7463 (66.2): 7582 (67)
Diabetes- 3169 (28.1): 3231 (28.6)
Race/ethnicity

White- 5466 (48.5): 5459 (48.3)

Black- 1506(13.4): 1523 (13.5)

Hispanic- 4021 (35.7): 4024 (35.6)

Asian- 63 (0.6): 86 (0.8)

Other/multiracial- 211 (1.9): 217 (1.9)

Patients recruited from 862 sites in 14 countries.

Hospitals in 14 countries.

Verapamil 180 mg twice daily or 240 mg/d.

Treatment strategy™:

In Step 1 of the study: Patients received Verapamil sustained release 240 mg/d or
Atenolol 50 mg/d;

Step 2: Verapamil sustained release 240 mg/d+ Trandolapril 2 mg/d(ACE inhibitor);
Atenolol 50 mg/d+ Hydrochlorothiazide 25 mg/d (Diuretic)

Step 3: Doses increased in both groups

Step 4: Verapamil 180 mg twice daily+ + Trandolapril 2mg twice daily +
Hydrochlorothiazide 25 mg/d ; Atenolol 50 mg/d+ Trandolapril 2mg/d+
Hydrochlorothiazide 25 mg twice daily



Comparisons

Length of Study/
Follow-up

Outcome measures
studied

Results

Safety and adverse
effects

Does the study
answer the question?

Effect due to factor in
study?

Consistency of
results with other
studies?

Directly applicable to
guideline population?

Internal Validity

Step 5: Maximum tolerated dose, and or add non study antihypertensive medication
in both groups.

*Trandolapril and Hydrochlorothiazide was administered to achieve blood pressure
goals according to guidelines from the sixth report of the Joint National Committee on
Prevention, Detection, Evaluation and Treatment of High blood pressure of less than
140 mm Hg (systolic) and less than 90mm Hg (diastolic); and less than 130 mm Hg
(systolic) and less than 85 mm Hg (diastolic) if diabetes or renal impairment was
present.

Atenolol 50 mg/d.

Mean follow-up 2.7 years (range 1 day to 5.4 years). Primary outcome: death (all
cause), non fatal Ml or non fatal stroke. Additional outcome: time to most serious
event, cardiovascular death, angina, cardiovascular hospitalisations,blood pressure.

Death, Non fatal MI, Cardiovascular related death, Cardiovascualr related
hospitalisation.

Outcomes: Verapamil (n=11267) vs. Atenolol (n=11309)

Death — 873 (7.75%) vs.893 (7.90) [RR 0.98 (95% CI 0.90-1.07)] p=0.72

Non fatal MI- 151 (1.34) vs. 153 (1.35) [RR 0.99 05% CI 0.79-1.24)] P=0.95
Cardiovascular related death- 431 (3.83) vs. 431 (3.81) [RR 1.00 (95% CI 0.88-1.14)]
P=0.94

Cardiovascular related hospitalisation - 726 (6.44) vs. 709(6.27) [RR1.03 (95% CI
0.93-1.14) P=0.59

Angina rate - 261 (2.32%) vs. 228 (2.02%) P=0.13

No. of angina episodes/week (mean (SD))- 0.77 (1.31) vs. 0.88 (1.62) (P=0.02)

Effect