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Appendix 1: Dissemination of research findings 
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methods systematic review. (BM: Lead Author)  

Presented by Dr. Charlene Treanor 
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psychosocial health? (BM: Lead Author) 
Presented by Dr. Charlene McShane 
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Living with a premalignant blood condition. Patient experiences of MGUS in 
Northern Ireland. 
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Damocles sword. Patients experiences of living with monoclonal 
gammopathy of undetermined significance (MGUS) in Northern Ireland. Part 
of the AiMs study. 

October 2017: Haematology Association Ireland. Belfast, Northern 
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Living with MGUS. How does it compare to the other premalignant 
conditions?  

November 2017: Centre of Excellence NI Conference, Newcastle, 
Northern Ireland 

An Ode to MGUS (poem) (Appendix 2) 
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Appendix 2: A Ode to MGUS: Poem 

An Ode to MGUS 

Presented at Centre of Excellence NI Conference. November 2017. 

MGUS, the blood condition 

Is part of the addition 

Of M-Protein to the blood 

Which hits you with a thud! 

 

Your lack of knowledge leaves you clueless 

Your future is now hueless 

The diagnosis was opportunist 

But is your worry foolish? 

 

You fear the nurses answer 

When you ask if it is cancer? 

When you tell your friends 

What is the dividend? 

 

For there is no equivalence 

Of monoclonal gammopathy of undetermined significance 
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Appendix 3: PRISMA Checklist and protocol for the Systematic Review 

 

Section/topic  # Checklist item  Reported in 
section  

TITLE   
Title  1 Identify the report as a systematic review, meta-analysis, or both.  2.0 
ABSTRACT   
Structured summary  2 Provide a structured summary including, as applicable: background; objectives; data sources; study eligibility 

criteria, participants, and interventions; study appraisal and synthesis methods; results; limitations; 
conclusions and implications of key findings; systematic review registration number.  

N/A 

INTRODUCTION   
Rationale  3 Describe the rationale for the review in the context of what is already known.  2.1 
Objectives  4 Provide an explicit statement of questions being addressed with reference to participants, interventions, 

comparisons, outcomes, and study design (PICOS).  
2.1.3 

METHODS   
Protocol and registration  5 Indicate if a review protocol exists, if and where it can be accessed (e.g., Web address), and, if available, 

provide registration information including registration number.  
2.2.1, 
Appendix 8 

Eligibility criteria  6 Specify study characteristics (e.g., PICOS, length of follow-up) and report characteristics (e.g., years 
considered, language, publication status) used as criteria for eligibility, giving rationale.  

2.2.1, 2.2.2 
2.2.3 

Information sources  7 Describe all information sources (e.g., databases with dates of coverage, contact with study authors to 
identify additional studies) in the search and date last searched.  

2.2.2 

Search  8 Present full electronic search strategy for at least one database, including any limits used, such that it could 
be repeated.  

Appendix 8, 
2.2.2 
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Study selection  9 State the process for selecting studies (i.e., screening, eligibility, included in systematic review, and, if 
applicable, included in the meta-analysis).  

2.2.3 

Data collection process  10 Describe method of data extraction from reports (e.g., piloted forms, independently, in duplicate) and any 
processes for obtaining and confirming data from investigators.  

2.2.4, 2.2.5 

Data items  11 List and define all variables for which data were sought (e.g., PICOS, funding sources) and any assumptions 
and simplifications made.  

2.2.4, 2.2.5. 
Assumptions 
outlined per 
Questionnaire 
in results. 
Section 2.3 

Risk of bias in individual 
studies  

12 Describe methods used for assessing risk of bias of individual studies (including specification of whether this 
was done at the study or outcome level), and how this information is to be used in any data synthesis.  

2.2.4 

Summary measures  13 State the principal summary measures (e.g., risk ratio, difference in means).  2.2.5, 2.2.6 
Synthesis of results  14 Describe the methods of handling data and combining results of studies, if done, including measures of 

consistency (e.g., I2) for each meta-analysis.  
2.2.5, 2.2.6 

Risk of bias across studies  15 Specify any assessment of risk of bias that may affect the cumulative evidence (e.g., publication bias, 
selective reporting within studies).  

2.5.4 

Additional analyses  16 Describe methods of additional analyses (e.g., sensitivity or subgroup analyses, meta-regression), if done, 
indicating which were pre-specified.  

N/A 

RESULTS   
Study selection  17 Give numbers of studies screened, assessed for eligibility, and included in the review, with reasons for 

exclusions at each stage, ideally with a flow diagram.  
2.3 
Figure 2-4 
(PRISMA) 

Study characteristics  18 For each study, present characteristics for which data were extracted (e.g., study size, PICOS, follow-up 
period) and provide the citations.  

Appendix 3-6,  

Risk of bias within studies  19 Present data on risk of bias of each study and, if available, any outcome level assessment (see item 12).  Appendix 3-6 
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Results of individual 
studies  

20 For all outcomes considered (benefits or harms), present, for each study: (a) simple summary data for each 
intervention group (b) effect estimates and confidence intervals, ideally with a forest plot.  

2.3.11 

Synthesis of results  21 Present results of each meta-analysis done, including confidence intervals and measures of consistency.  2.3.1 
Risk of bias across studies  22 Present results of any assessment of risk of bias across studies (see Item 15).  2.3.1 (per 

questionnaire) 
Additional analysis  23 Give results of additional analyses, if done (e.g., sensitivity or subgroup analyses, meta-regression [see 

Item 16]).  
n/a 

DISCUSSION   
Summary of evidence  24 Summarize the main findings including the strength of evidence for each main outcome; consider their 

relevance to key groups (e.g., healthcare providers, users, and policy makers).  
2.4.1 

Limitations  25 Discuss limitations at study and outcome level (e.g., risk of bias), and at review-level (e.g., incomplete 
retrieval of identified research, reporting bias).  

2.4.4 

Conclusions  26 Provide a general interpretation of the results in the context of other evidence, and implications for future 
research.  

2.5 and Chapter 6 

FUNDING   
Funding  27 Describe sources of funding for the systematic review and other support (e.g., supply of data); role of 

funders for the systematic review.  
Acknowledgements 
Page  

 

 

 

 

                                                           
1 Data for each study is presented in forest plots by questionnaire type. 
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Appendix 4: Study characteristics for the systematic review with MMAT quality assessment: 

Quantitative studies 

All abbreviations are detailed below the table. 

 Author, 
Year 

Premalignant 
Condition 

Study 
Design 

Time of data 
collection 

(post 
diagnosis) 

Control Group Study 
location 

Sample 
Size 

 Validated 
Instruments 

used 

MMAT Quality 
Assessment 
Comments 

1.  Abrahams et 
al, 2017 (1) 

DCIS Cross-
sectional 
survey 
Study 

Mean 34 
Months 

Breast Cancer The 
Netherlands 

88 IES, 
QLQ-C30 

No quality Issues 

2.  Bartoces et 
al, 2009 (2) 

Cervical CIS Cohort 
Study 

Min 5 years Invasive cancer USA 103 CCI, 
RSE, 

SF 36, 

No quality Issues 

3.  
 
 
 

Bloom et al, 
2013 (3) 

DCIS Cross-
sectional 
survey 
Study 

Mean 1-5 
years 

None Reported USA 755 FACT 
MOS-SS, 

SF-8,  
 

No quality Issues 

4.  Bluman et al, 
2001 (4) 

DCIS Cross-
sectional 
survey 
Study 

Mean 1.9 
years 

None Reported USA 76 CES-D, 
 RIES,          

No quality Issues 
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 Author, 
Year 

Premalignant 
Condition 

Study 
Design 

Time of data 
collection 

(post 
diagnosis) 

Control Group Study 
location 

Sample 
Size 

 Validated 
Instruments 

used 

MMAT Quality 
Assessment 
Comments 

5.  Bulamu et 
al, 2019 (2) 

Barrett’s 
Oesophagus 

Cross-
sectional 
survey 
Study 

73.4 months Oesophageal 
Cancer 

Australia 52 EQ-5D-5L, 
SF-36,  

EORTC QLQ-C30 
 

unclear non 
response % 

provided  
 

6.  Chang et al, 
2016 (5) 

Barrett's 
Oesophagus 

Case 
Control 
Study 

Newly 
diagnosed 

2001 National 
Health Interview 

Survey (NHIS) 

Taiwan 84 WHOQOL-
BREF 

Response rate not 
included 

7.  Cooper et al, 
2009 (6) 

Barrett's 
Oesophagus 

Cross-
sectional 
survey 
Study 

Not reported None Reported UK 151 HADS, 
 SF-36,       

TIPS 

No quality Issues 

8.  Crockett et 
al, 2014 (7) 

Barrett's 
Oesophagus 

Cross-
sectional 
survey 
Study 

Mean 6.5 
years  

None Reported USA 235 GERD-HRQOL, 
SF-36 

No details of 
non-responders 

9.  de Moor et 
al, 2010 (8) 

DCIS Cross-
sectional 
survey 
Study 

Not reported None Reported USA 487 CES-D, 
IES, 

MOS-SS 

Lack of detail on 
non-responders 

10.  De Morgan 
et al, 2011 

(9) 

DCIS Cross-
sectional 

6-12 months None Reported Australia 144 HADS No quality issues 
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 Author, 
Year 

Premalignant 
Condition 

Study 
Design 

Time of data 
collection 

(post 
diagnosis) 

Control Group Study 
location 

Sample 
Size 

 Validated 
Instruments 

used 

MMAT Quality 
Assessment 
Comments 

survey 
Study 

11.  Dominiak-
Felden et al, 

2013 (10) 

CIN, VIN, Cross-
sectional 
survey 
Study 

Not reported Normal cytology, 
Mild dyskarosis, 

Genital warts 

UK 329 CSFQ,            
EQ-5D,         

HIP 

Non-responders 
not compared. 

They were 
detailed to when 

they left the study 
however.  

12.  Eloubeidi et 
al, 2000 (11) 

Barrett's 
Oesophagus 

Cross-
sectional 
survey 
Study 

Not reported None Reported USA 88 GERQ,          
SF-36 

 

No quality issues 

13.  Emilio et al, 
2016 (12) 

Actinic 
Keratoses 

Prospective 
Clinical Trial 

Not reported None Reported USA 28 Skindex Response rate not 
included 

14.  Flynn et al, 
2010 (13) 

CIN,  Cross-
sectional 
survey 
Study 

Recent 
Diagnosis 

Infectious 
Mononucleosis 

UK 40  CES-D, 
GASP,  

HPV and EBV 
Knowledge 

Index, 

Response rate not 
included 
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 Author, 
Year 

Premalignant 
Condition 

Study 
Design 

Time of data 
collection 

(post 
diagnosis) 

Control Group Study 
location 

Sample 
Size 

 Validated 
Instruments 

used 

MMAT Quality 
Assessment 
Comments 

HPV Health 
Index, RIES,        
State Shame 

and Guilt Scale 
15.  Freeman-

Wang et al, 
2001 (14) 

CIN Observation
al Study 

followed by 
randomised 

trial 

Not reported New Attendance 
at Colposcopy 

UK 91 STAI No details of 
non-responders 
or demographic 

information 
included 

16.  Gerson et al, 
2007 (15) 

Barrett's 
Oesophagus 

Cohort 
Study 

Not reported Heartburn cohort USA 60 QOLRAD, RDQ, 
SF-36, 

Response details 
unclear 

17.  Hanke et al, 
2016 (16) 

Actinic 
Keratoses 

Clinical Trial Not reported 2 types of gel USA 329 DLQI, 
EQ 5D 

Response rate in 
other paper 

18.  Hart et al, 
2016 (17) 

DCIS Case 
Control 
Study 

Mean 1.3 
Years 

Community 
controls 

USA 1604 CCI,              
SF-36 

 

No quality issues 

19.  Heinzler et 
al,  2018 (4) 

Cervical 
Dysplasia 

 

Case Control 
Study 

At diagnosis  Similar Control 
group but no 

dysplasia 

Germany 132 
 

FSFI, 
EORTC-QLQ-CX 

24),  
SF-36 

No quality Issues 
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 Author, 
Year 

Premalignant 
Condition 

Study 
Design 

Time of data 
collection 

(post 
diagnosis) 

Control Group Study 
location 

Sample 
Size 

 Validated 
Instruments 

used 

MMAT Quality 
Assessment 
Comments 

20.  Hellsten et 
al, 2007 (18) 

CIN Longitudina
l Cohort 
Study 

6 months, 2 
Years 

None Reported Sweden 45 STAI No quality issues 

21.  Jeffe et al, 
2012 (19) 

DCIS Case 
Control 
Study 

Not reported Matched healthy 
and cancer 

USA 184 CCI           
MOS-SS 

No quality issues 

22.  Juraskova et 
al, 2013 (20) 

CIN Case 
Control 
Study 

Not reported Cervical/Endomet
rial cancer / 

Benign 
Conditions 

Australia 52 DSFI, 
HADS, 
RSIS 

No quality issues 

23.  Kamolz et al, 
2003 (21) 

Barrett's 
Oesophagus 

Case 
Control 
Study 

Not reported GERD with no BE, 
Healthy 

Austria 75 GIQLI No details of 
non-responders 
and statistics 
used were very 
basic.  

24.  Kennedy et 
al, 2010 (22) 

DCIS Cohort 
Study 

Mean 44.7 
days 

None Reported UK 43 BIS, EORTC 
QLQ-C30, 

HADS 

No quality issues 

25.  Klugel et al,  
2019 (3) 

CIN Cross-
sectional 
survey 
Study 

Not Reported Population norms 
 

Germany 
 

41 HADS,   
SF-12, 
COPE 

Demographic 
information 

unclear 
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 Author, 
Year 

Premalignant 
Condition 

Study 
Design 

Time of data 
collection 

(post 
diagnosis) 

Control Group Study 
location 

Sample 
Size 

 Validated 
Instruments 

used 

MMAT Quality 
Assessment 
Comments 

26.  Korfage et 
al, 2014 (23) 

CIN Cohort 
Study 

1,3,6 months Screening cohort The 
Netherlands 

79 PCQ,  
EQ-5D, 
SF-12,       
STAI-6  

No quality issues 

27.  Kruijshaar et 
al, 2006 (24) 

Barrett's 
Oesophagus 

Cohort 
Study 

Not reported None Reported The 
Netherlands 

180 IES,          
HADS 

 

No quality issues 

28.  Kulig et al, 
2003 (25) 

Barrett's 
Oesophagus 

Cohort 
Study 

Not reported Erosive GERD; 
and non-erosive 

GERD 

Germany 702 QOLRAD, 
SF-36 

No quality issues 

29.  Lauzier et al, 
2010 (26) 

DCIS Cohort 
Study 

Not Reported Breast Cancer Canada 107 PSI 
SF-12 

No quality issues 

30.  Le et al, 
2006 (27) 

CIN Cohort 
Study 

4-6 weeks Abnormal smear Canada 20 HADS 
PEAPS 

No quality issues 

31.  Lee et al,  
2016 (5) 

Barrett’s 
Oesophagus 

Cross-
sectional 
survey 
Study 

Not Reported Not Reported China 139 RDQ, 
SF-12,  
HADS 

Non-response 
rate not reported 
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 Author, 
Year 

Premalignant 
Condition 

Study 
Design 

Time of data 
collection 

(post 
diagnosis) 

Control Group Study 
location 

Sample 
Size 

 Validated 
Instruments 

used 

MMAT Quality 
Assessment 
Comments 

32.  Lippmann et 
al, 2009 (28) 

Barrett's 
Oesophagus 

Case-
Control 
Study 

Not reported GERD without BO USA 168 GERD HRQoL,   
GIQLI,        

SCL-90R,      
SF-36 

No quality issues 

33.  Maatouk et 
al,  2019 (6) 

MGUS/SMM Cross-
sectional 
survey 
Study 

At diagnosis MM Cancer Germany 
 

148 SF-12, 
DT, 

PhQ9, 
 GAD7, 

CCI 

No quality Issues 

34.  Marano et al, 
2012 (30) 

Barrett's 
Oesophagus 

Cohort 
Study 

Not reported None Reported Italy 76 SF 36, 
GERD HRQoL 

No quality issues 

35.  Miller et al, 
2016 (31) 

Actinic 
Keratoses 

Cross-
sectional 
survey 
Study 

Not reported None Reported Denmark 
and 

Australia 

29 AUS, 
105 
Den 

AKQoL Lower response in 
Australia  

36.  Ming-Ang et 
al, 2017 (1)  

Oral 
leukoplakia 

Cross-
sectional 
survey 
Study 

Over 3 months Matched controls- 
Age,gender,smokin

g,alcohol intake 

Australia 50 SF-12 No quality Issues 
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 Author, 
Year 

Premalignant 
Condition 

Study 
Design 

Time of data 
collection 

(post 
diagnosis) 

Control Group Study 
location 

Sample 
Size 

 Validated 
Instruments 

used 

MMAT Quality 
Assessment 
Comments 

37.  Nekhlyudov 
et al, 2006 

(32) 

DCIS Cohort 
Study 

Not reported None Reported UK 510 SF 36 No quality issues 

38.  Norrlid et 
al,  2018 (7) 

Actinic 
Keratosis 

Observation
al Study 

Not Reported Not Reported Sweden and 
Denmark 

 

446 TSMQ-9,  
MMAS,  
AKQoL,  
EQ-5D 

Non-response 
rate not reported 

39.  Opalic et al,  
2019 (8) 

MGUS/SMM Cohort 
Study 

Not Reported Not Reported Serbia 51 BDI,  
SF-36 

Non-response 
rate not reported 

40.  Orbell et al, 
2004 (33) 

CIN Cross-
sectional 
survey 
Study 

Not reported None Reported UK 628 STAI No quality issues 

41.  Orbell et al, 
2008 (34) 

Colorectal 
Polyps 

Case 
Control 
Study 

Mean 8 
months 

No Cancer UK 208 IPQ-R, 
STAI, Ways of 

Coping 
questionnaire 

No quality issues 

42.  Partridge et 
al, 2008 (35) 

DCIS Cohort 
Study 

Less than 6 
months 

None Reported USA 395 at 
end, 
starts 

HADS, 
IES-R 

MOS-SS,      
SF-36 

No quality issues 
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 Author, 
Year 

Premalignant 
Condition 

Study 
Design 

Time of data 
collection 

(post 
diagnosis) 

Control Group Study 
location 

Sample 
Size 

 Validated 
Instruments 

used 

MMAT Quality 
Assessment 
Comments 

with 
487 

43.  Reisine et al, 
2005 (36) 

Oral dysplasia Cross-
sectional 
survey 
Study 

Not reported Oral Cancer USA 234 Berkman Social 
Network 

Inventory,  
CES-D 

Only rate of non-
responders 

included 

44.  Rosmolen et 
al, 2016 (37) 

Barrett's 
Oesophagus 

Case 
Control 
Study 

6 and two 
weeks before 

treatment 

Cancer Patients The 
Netherlands 

44 EORTC QLQ 
C30,  

EORTC QLQ 
OES 18,         
SF-36 

No quality issues 

45.  Rosmolen 
et al,  2019 

(9) 

Barrett’s 
Oesophagus 

Intervention 
Study 

Not Reported Not Reported Europe (5 
countries) 

136 SF-36, 
EORTC QLQ-
C30, EORTC 
QLQ-OES18,  
Brief Illness 
Perception 

Questionnaire 

No quality Issues 

46.  Sackey et al, 
2010 (38) 

DCIS Case-
Control 
Study 

Range 4-15 
years 

None Reported Sweden 131 BIS,         
HADS,          
SF-36 

No quality issues 
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 Author, 
Year 

Premalignant 
Condition 

Study 
Design 

Time of data 
collection 

(post 
diagnosis) 

Control Group Study 
location 

Sample 
Size 

 Validated 
Instruments 

used 

MMAT Quality 
Assessment 
Comments 

47.  Sharp et al, 
2013 (39) 

CIN Cohort 
Study 

Not reported None Reported UK 989 EPQ, 
HADS, 

IES, 
MHLCS, 
POSM,  
STAI 

No quality issues 

48.  Shchelkova 
et al, 2015 

(40) 

Giant cell 
tumour/ Bone 

Precancer 

Case 
Control 
Study 

Not reported Patients with 
Osteosarcoma, 
Patients with 

Chondrosarcoma 

Russia 22 EORTC QLQ C-
30: BM-22,    

SF-36 

Response rate not 
included 

49.  Shylasree et 
al, 2008 (41) 

VIN Cross-
sectional 
survey 
Study 

Not reported None Reported UK 82 HADS, 
SF-12, 

Staatsburg 
self-rating Q-

Revised  

Non-responder 
details not 
included 

50.  Tadakamad
la et al,  

2017 (10) 

 Cross-
sectional 
survey 
Study 

Not Reported Not Reported India 150 OPMDQoL, 
SF-12 

No quality Issues 

51.  Taghavi et 
al, 2017 (11) 

 Observation
al Study 

Not Reported Not Reported New Zealand 104 SF-12v2 Non-response 
rate not reported 
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 Author, 
Year 

Premalignant 
Condition 

Study 
Design 

Time of data 
collection 

(post 
diagnosis) 

Control Group Study 
location 

Sample 
Size 

 Validated 
Instruments 

used 

MMAT Quality 
Assessment 
Comments 

52.  Tennvall et 
al, 2015 (42) 

Actinic 
Keratoses 

Cross-
sectional 
survey 
Study 

Not reported None Reported Denmark 312 AKQoL, 
DLQI, 
EQ-5D 

Response rate not 
included  

53.  Thiis-
Evensen et 

al, 1999 (43) 

Colorectal 
Polyps 

Cohort 
Study 

 Mean 13 
Years 

Yes Norway 409 GHQ-28, 
HADS 

No quality issues 

54.  Valter et al, 
2013 (44) 

Oral Lichen 
Planus 

Cross-
sectional 
survey 
Study 

Not reported Healthy Matched Croatia 50 BDI, 
STAI 

Non-responder 
details not 
included 

55.  Van der 
ende-van 
Loon et al,  
2018 (12) 

Barrett’s 
Oesophagus 

Cross-
sectional 
survey 
Study 

Not Reported Not Reported The 
Netherlands 

 

158 SF-36,  
Brief Illness 
Perception 

Questionnaire, 
GERDQ 

Non-response 
rate not reported 

56.  Wardle et al, 
2003 (45) 

Colorectal 
Polyps 

Cohort 
Study 

3 months 
since 

sigmoidosco
py 

Negative results UK 1263 Psychological 
Consequences 
Questionnaire 

(modified), 
STAI 

No quality issues 
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 Author, 
Year 

Premalignant 
Condition 

Study 
Design 

Time of data 
collection 

(post 
diagnosis) 

Control Group Study 
location 

Sample 
Size 

 Validated 
Instruments 

used 

MMAT Quality 
Assessment 
Comments 

57.  Wong et al, 
2013 (46) 

Colorectal 
Polyps 

Cross-
sectional 
survey 
Study 

Not reported Colorectal Cancer China 165 SF-6D  
SF-12v2 

No quality issues 

58.  Xie et al, 
2013 (47) 

CIN Cohort 
Study 

Not reported None Reported China 92 SF-36 Wrong technique 
for SF Component 
scores, which were 
excluded from the 

meta-analysis. 
Non-responder 

details not 
included  

 

 

 

 

 

 

 



P a g e  | 22 
 

Premalignant conditions:  

AK (actinic keratosis), BO (Barrett’s oesophagus), CIN (Cervical intra-epithelial neoplasia), colorectal polyps, DCIS (Ductal Carcinoma in Situ), 
giant bone tumour, OLP (Oral lichen planus), MGUS (Monoclonal gammopathy of undetermined significance), SMM (smouldering multiple 
myeloma), VAIN (Vaginal intra-epithelial neoplasia), VIN (Vulval intra-epithelial neoplasia).  

 

Instruments: AKQoL (Actinic Keratosis Quality of Life), BDI (Beck Depression Inventory), Berkman Social Network Inventory, BIS (Body Image 
Scale), CES-D (Center for Epidemiological Studies Depression), CCI (Charlestown co-morbidity Index), COPE (Coping Orientation to Problems 
Experienced), CSFQ (The Changes in Sexual Functioning Questionnaire), DLQI (Dermatology Life Quality Index), DSFI (Derogatis Sexual 
Functioning Inventory), EPQ (Eysenck personality questionnaire), EORTC QLQ-C30 (European Organisation for Research and Treatment of 
Cancer core quality of life questionnaire version 30), EQ-5D (EuroQol five-dimension scale), FACT (Functional Assessment of Chronic Illness 
Therapy), GAD7 (General Anxiety Disorder-7), GASP (Guilt and Shame Proneness Scale), GERD-HRQOL (Gastroesophageal reflux disease Health 
related QoL), GERQ (Gastroesophageal Reflux Questionnaire), GHQ (Goldberg’s General Health Questionnaire), GIQLI (Gastrointestinal Quality of 
Life index), HADS (Hospital Anxiety and Depression Score), HIP (HPV Impact Profile), HPV and EBV Knowledge Index, HPV Health Index, IES 
(RIES) (Impact of Events scale (Revised), IPQ-R (Illness Perceptions Questionnaire- Revised), MHLCS (Multi-Dimensional Health Locus of Control 
Scale), MOS-SS (Medical Outcomes Study social support), PCQ (psychological consequences questionnaire), PEAPS (Psychosocial Effects of 
Abnormal Pap Smears), PHQ9 (Patient Health Questionnaire),POSM (Process outcome specific measure), PSI (Psychiatric Symptom Index), 
Psychological Consequences Questionnaire, QOLRAD (Quality of Life in Reflux and Dyspepsia), RDQ (Reflux Disease Questionnaire), RSE 
(Relationship and Sex Education Questionnaire), RSIS (Relationship Satisfaction Interaction Scale), SCL-90R (Revised Hopkins Symptom 
Checklist), SF-(8,12,20,36) (The Short Form Health Survey), Skindex (-16, -29), Staatsburg Sexual self-rating Q-Revised, STAI (The State-Trait 
Anxiety Inventory), TIPS (Trust in Physicians Scale),TSMQ (Treatment Satisfaction Questionnaire for Medication), State Shame and Guilt Scale , 
Ways of Coping questionnaire, WHOQOL-BREF (World Health Organization Quality of Life Instruments- Brief). 

 

http://www.durhamtrinity.durham.sch.uk/relationship-and-sex-education-rse-questionnaire/
http://www.durhamtrinity.durham.sch.uk/relationship-and-sex-education-rse-questionnaire/
http://www.durhamtrinity.durham.sch.uk/relationship-and-sex-education-rse-questionnaire/
http://www.durhamtrinity.durham.sch.uk/relationship-and-sex-education-rse-questionnaire/
http://www.durhamtrinity.durham.sch.uk/relationship-and-sex-education-rse-questionnaire/
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Appendix 5: Study characteristics for the systematic review with MMAT quality assessment: 

Qualitative studies 

 Author, 
Year 

Premalignant 
Condition 

Study Design/ 
Analysis 

Study 
Location 

Sample 
Size (n) 

Main Themes Reported Quality assessment 
comment (MMAT) 

1.  Bjork & 

Hagstrom, 

2001 (1) 

CIN Thematic/Content 

(Unclear within 

paper) 

Sweden Open-text 

survey  

n=24 

• Information 

• Perceived concern 

• Concern for the unborn child 

• Dealing with concerns. 

Qualitative method 

not explained. No 

coding of the studies 

mentioned.  

2.  Del Castro-

Vasquez et 

al, 2010 (2) 

CIN Grounded Theory Mexico Interviews 

n=34 

• Information from HCPs 

• Diagnosis and family experience 

• Diagnosis and couple experience 

No Quality issues 

highlighted 

3.  Davey et al, 

2010 (3) 

DCIS 

 

 

 

 

Thematic Analysis 

(Mixed methods 

study)  

Australia Open-text 

survey 

n=231 

• Diagnosis experience 

• Information received 

• Women’s understanding of DCIS 

and prognosis 

• Women’s level of confusion and 

worry 

 

No Quality issues 

highlighted  
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 Author, 
Year 

Premalignant 
Condition 

Study Design/ 
Analysis 

Study 
Location 

Sample 
Size (n) 

Main Themes Reported Quality assessment 
comment (MMAT) 

4.  De Morgan 

et al, 2002 

(4) 

DCIS Content Analysis Australia Focus 

Group 

n=26 

• Response to the diagnosis 

• Confusion about the nature of 

DCIS 

• Lack of appropriate information 

• Difficulty in decision-making 

about treatment 

• Lack of appropriate support 

services 

No Quality issues 

highlighted  

5.  Dowswell et 

al,, 2012 (5) 

Colorectal 

Polyps 

Thematic Analysis UK Focus 

Group 

n=22 

patients 

and 11 

partners. 

 

• Experiences of having polyps 

• Information and advice that 

participants remember receiving 

at the time of diagnosis 

• Beliefs about the general causes 

of polyps and specifically why 

they developed them. 

• Changing behaviour 

• Current behaviour 

• Facilitators for change 

Partners were not 

included in meta-

synthesis.  
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 Author, 
Year 

Premalignant 
Condition 

Study Design/ 
Analysis 

Study 
Location 

Sample 
Size (n) 

Main Themes Reported Quality assessment 
comment (MMAT) 

• Barriers to change 

6.  Esmann et 

al,, 2007 (6) 

Actinic 

Keratoses 

Thematic Analysis Denmark Focus 

group n=6 

• The way to act in the sun 

• Changed appearance 

• Emotional reaction on the 

diagnosis of AK 

• Seriousness of the disease 

• control of the disease 

• Sense of illness due to AK. 

No Quality issues 

highlighted  

7.  Freijomil-

Vazquez et 

al, 2019 (17) 

CIN Thematic analysis Spain Interviews 

n=21 

• CIN medical surveillance 

encounters and risk management 

strategies are shaped by the 

biomedical discourse 

• The effects of “risk treatment” for 

patients 

No Quality issues 

highlighted 
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 Author, 
Year 

Premalignant 
Condition 

Study Design/ 
Analysis 

Study 
Location 

Sample 
Size (n) 

Main Themes Reported Quality assessment 
comment (MMAT) 

8.  Freijomil-

Vazquez et 

al, 2019 (18) 

CIN Thematic analysis Spain Interviews 

n=21 

• Communication gaps in the 

diagnosis and management of 

information in primary and 

specialized healthcare. 

• Participants’ unmatched 

informational needs 

No Quality issues 

highlighted 

9.  Griffiths & 

Davies, 2011 

(7) 

Barrett's 

Oesophagus 

Content Analysis UK Interview 

n=22 

• Patient’s knowledge and 

understanding of Barrett’s CLO 

• Cancer perception 

• Framing health 

• Feeling vulnerable 

• Mobilising strategies 

• Surveillance as a safety net 

• Control over symptom 

• Uncertainty and its impact on 

present and future management 

of Barrett’s CLO 

No Quality issues 

highlighted  
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 Author, 
Year 

Premalignant 
Condition 

Study Design/ 
Analysis 

Study 
Location 

Sample 
Size (n) 

Main Themes Reported Quality assessment 
comment (MMAT) 

10.  Hounsgaard 

et al, 2007 

(8) 

CIN Naive reading, 

structured 

analysis & critical 

interpretation. (9) 

Denmark Interview 

n=12 

• Being healthy and potentially ill 

• Being a patient and suffering 

• Being off work and suffering 

No Quality issues 

highlighted  

11.  Kennedy et 

al,  2008 (10) 

DCIS Thematic Analysis UK Interview 

n=16 

• Invisibility of DCIS 

• Uncertainty 

• Perceptions of DCIS, 

• Acceptance of treatment 

• Social support 

• Moving on 

No Quality issues 

highlighted  

12.  Kennedy et 

al, 2012 (11) 

 

 

 

DCIS Thematic Analysis UK Interview 

n=45 

Women 

initial, 27 

Followed-

up 

• Perceptions of DCIS versus breast 

cancer 

• From paradox to acceptance 

• Personal impact 

• Support and interactions with 

others. 

No Quality issues 

highlighted  
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 Author, 
Year 

Premalignant 
Condition 

Study Design/ 
Analysis 

Study 
Location 

Sample 
Size (n) 

Main Themes Reported Quality assessment 
comment (MMAT) 

13.  Mortensen et 

al, 2010 (12) 

Cervical 

Dysplasia 

Discursive 

theoretical 

analysis 

Denmark Focus 

groups and 

Interviews 

n=12 

• Initial reaction to diagnosis of 

cervical dysplasia 

• Discrepancy between severity of 

dysplasia and level of anxiety 

experienced 

• Reassuring effect of treatment 

and more information 

• Effect of information on the 

mode of transmission of HPV and 

its role as the cause of cervical 

dysplasia 

• The role of communication with 

medical practitioners 

 

 

Small number of 

participants (12) 

14.  Likes et al, 

2008 (13) 

VIN Thematic Analysis USA Focus 

groups n=6 

• Recognizing a Vulvar Problem 

• Diagnosis of VIN 

• Treatment 

Methodology not 

clearly described.  
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 Author, 
Year 

Premalignant 
Condition 

Study Design/ 
Analysis 

Study 
Location 

Sample 
Size (n) 

Main Themes Reported Quality assessment 
comment (MMAT) 

• Posttreatment Changes 

• Influences on the Journey 

(Internal and External) 

15.  Ni Riordain 

et al, 2011 

(14) 

Oral 

Premalignancy 

Interpretive 

Analysis 

Ireland Focus 

groups 

n=24 

• Biopsychosocial issues 

• Treatment limitations and side 

effects 

• Unpredictability of the conditions 

• Potential for malignant 

transformation 

• Issues for the healthcare 

professionals. 

 

 

Methodology not 

clearly described. 

16.  Prinjha et al,  

2006  

(15) 

 

 

 

DCIS Thematic Analysis UK Interview 

n=10 

• understandings of routine breast 

screening 

• Uncertainty about DCIS and its 

natural progression 

Methodology not 

clearly described. 

Only 10 participants 

included in analysis.  
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 Author, 
Year 

Premalignant 
Condition 

Study Design/ 
Analysis 

Study 
Location 

Sample 
Size (n) 

Main Themes Reported Quality assessment 
comment (MMAT) 

 

 

• Uncertainty about whether a 

mastectomy is justified for DCIS; 

• Information gaps and treatment 

decisions. 

17.  Prinjha et al, 

2011 (16) 

DCIS Thematic Analysis UK Interview 

n=35 

• Women’s knowledge of 

mammographic screening and 

DCIS before diagnosis 

• Information about DCIS after 

diagnosis 

• Information about screening 

mammograms after diagnosis 

• Screening mammography and 

informed choice 

Some patients with a 

cancer diagnosis 

present in results 

(clearly marked). 

These were not used 

in the thematic 

synthesis.  

18.  Pruitt et al, 

2008 (17) 

CIN Content Analysis 

(Unclear 

Methodology) 

USA Interview 

n=15 

• Diagnostic Test Information 

• Result and Diagnosis Information 

• Information About Risk Factors 

for Cervical Abnormalities 

Methodology not 

clearly described. 

More focused on the 

quantitative 

approach.  
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 Author, 
Year 

Premalignant 
Condition 

Study Design/ 
Analysis 

Study 
Location 

Sample 
Size (n) 

Main Themes Reported Quality assessment 
comment (MMAT) 

• Information on Follow-up 

Screening and Treatment 

• Checking for Understanding 

• Patient Questions and 

Information-Seeking 

19.  Rask et al, 

2017 

CIN 

 

 

 

 

Content Analysis  Sweden Interviews 

n=10 

• Losing control 

• Need to gain control 

No Quality issues 

highlighted  

20.  Shylasree et 

al, 2008 (18) 

 

 

 

 

 

 

VIN Content Analysis 

(Unclear 

Methodology) 

UK Open-text 

survey  

n=82 

• Effects of treatment 

• Sexual Issues 

• Relationship Issues 

Methodology not 

clearly described. 

 



P a g e  | 32 
 

 Author, 
Year 

Premalignant 
Condition 

Study Design/ 
Analysis 

Study 
Location 

Sample 
Size (n) 

Main Themes Reported Quality assessment 
comment (MMAT) 

21.  Tadakamadla 

et al, 2017 

(15) 

Oral 

Premalignancies   

Thematic/Content 

(Unclear within 

paper) 

India Interviews 

n=18 & 

Focus 

groups 

(n=14)- 

Overall 

n=32 

• Difficulties with diagnosis and 

knowledge about the condition 

• Physical impairment and 

functional limitations 

• Psychological and social 

wellbeing 

• Effects of treatment on daily life. 

Data analysis method 

not defined (only a 

qualitative study but 

methodology steps 

described. 

 

 

Premalignant conditions: AK (actinic keratosis), BO (Barrett’s oesophagus), CIN (Cervical intra-epithelial neoplasia), colorectal polyps, DCIS (Ductal 

Carcinoma in Situ), OLP (Oral lichen planus), Oral Premalignancies, VAIN (Vaginal intra-epithelial neoplasia), VIN (Vulval intra-epithelial neoplasia).  
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Appendix 6: Study characteristics for the systematic review with MMAT quality assessment: 

Narrative Review 

 

  Author, Year Premalignant 
Condition 

Study 
Design 

Time of 
data 

collection 
(post 

diagnosis) 

Control Group Location of 
study 

Validated 
Instruments 

used 

Sample 
Size 

MMAT Quality 
Assessment 
Comments 

  Adamo et al, 
2013 (130)  

Oral lichen planus 
(OLP), oral 

leukoplakia (OL) 

Case Control 
study 

Not 
reported 

Matched 
healthy 
controls 

Italy PSQI, 
ESS, 

HAM-D, 
HAM-A 

50 No quality 
issues 

 

  Alarcon et al, 
2017 (13) 

Actinic Keratosis Cross-
sectional 

survey Study 

Not 
reported 

Not reported Spain AKQoL,  
DLQI 

 

100 Non-responders 
were 

significantly 
younger. 

  Alberts et al, 
2006 (131) 

Prostatic 
intraepithelial 

neoplasia (PIN) 

Randomised 
control trial 

Not 
reported 

No external 
control group 

USA UNI-SCALE, 
POSM, 
HSQ 

60 No quality 
issues 

 

  Baldaque-Silva  
et al, 2017 (14) 

Barrett’s Oesophagus Interventional 
Study 

At least 16 
weeks post 

therapy 
 

Not reported Sweden 
 

GERD- HRQL 
 

54 Non-response 
rate not 
reported 
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   Diepgen et al, 
2019 (15) 

Actinic Keratosis Interventional 
Study 

8 weeks - 
measure at 

baseline 

Not reported Germany 
 

Skindex-16  
 

826 Non-response 
rate not 
reported 

  Drahonovsky et 
al, 2008 (133) 

Barrett’s oesophagus Cohort study Over 5 
years post-

surgery 

None reported Czech 
Republic 

QIQLI 
 

47 No quality 
issues 

 

  Fisher et al, 2002 
(134) 

Barrett’s oesophagus Cross-
sectional 

survey study 

Not 
reported 

Population 
means 

USA QOLRD 
 

15 Convivence 
sample and no 
documentation 

on. All male 
group.   

  Gholam et al, 
2013 (135) 

Actinic Keratoses Cross-
sectional 

survey study 

Not 
reported 

None reported Germany DLQI, 
Pain VAS 

 

22 No quality 
issues 

 

  Hamer et al, 2013 
(16) 

DCIS Cohort Study Not 
reported 

Breast Cancer 
 

Canada FACT-B & ESAS 
(Edmonton 
Symptom 

Assessment 
System) 

141 No quality 
issues 

 

  Han et al, 2019 
(17) 

Barrett’s Oesophagus Cohort Study 6.2 years  Oesophageal 
adenocarcinoma 

 

USA PROMIS-10,  
GerdQ,  

Brief Symptom 
Inventory 

144 Non-response 
rate not 
reported 

  Ianhez et al, 2019 
(18) 

Actinic Keratosis Randomised 
Control Trial 

Not 
reported 

Not reported Brazil DLQI 
 

61 No quality 
issues 
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  Jubert-Esteve et 
al, 2015 (136) 

Actinic Keratoses Cross 
sectional 

survey study 

3 Weeks None reported Spain Skindex-29, 
TSQM 1.4 

19 Response rate 
not included. 
No details of 

non-responders 
  Kesic et al, 2018 

(19) 
Cervical Dysplasia  Cross-

sectional 
survey Study 

Not 
reported 

Not reported Serbia FACIT-CD, 
 SF-36v2,  

Beck's Anxiety 
Inventory (BAI) 

 Beck 
Depression 

Inventory (BDI) 

160 No quality 
issues 

 

  Karbach et al 
2014 (2) 

Oral lichen planus 
(OLP), oral 

leukoplakia (OL) 

Cross 
sectional 

survey study 

Not 
reported  

Oral squamous 
cell carcinoma 

Germany OHIP-14. 117 No quality 
issues 

  Kono et al, 2016 
(138) 

Laryngeal leukoplakia Cohort study Median 46 
months 

None reported Japan The Voice 
Handicap 

Index,       
Voice-Related 
Quality of Life 

Measure. 

25 No quality 
issues 

 

  Longo et al, 2018 
(20) 

Actinic Keratosis Cross-
sectional 

survey Study 

Not 
reported 

Not reported Spain AKQOL 
 

1159 Non-response 
rate not 
reported 

  Markus et al, 
2002 (9): 

Barrett’s Esophagus Cross 
sectional 

survey study 

Prior to 
surgery and 
3 months 

post 

GERD patients Germany GIQLI. 14 No details of 
non-responders 
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  McFadden et al 
2009 (3): 

VIN Cross 
sectional 
survey 

0,6,12,18,24 
months 

None reported  UK HADS, DLQI, 
SRS, FRI. 

8 Very simple 
analysis and no 

reporting of 
scores 

  Meier et al, 2018 
(21) 

Actinic Keratosis Cross-
sectional 

survey Study 

Not 
reported 

Not reported Switzerland 
 

AKQoL, 
DLQI 

 

106 Non-response 
rate not 
reported 

  Mercieca-Bebber 
et al, 2017 (22) 

DCIS Cross-
sectional 

survey Study 

6 months - 5 
years 

 

Not reported Australia HLQ 101 Non-response 
rate not 
reported 

  Mertz et al, 2017 
(23) 

DCIS Cross-
sectional 

survey Study 

Not 
reported 

Not reported Denmark 
 

HADS,  
DT,  

QLQ-C30 

473 Non-response 
rate not 
reported 

  Miller et al, 2010 
(4): 

Barrett's Oesophagus Cohort study Between 1 
and 8 years 

Oesophageal 
Cancer 

USA LASA 489 No details of 
non-responders 

  Neri et al, 2019 
(24) 

Actinic Keratosis Cohort Study Not 
reported 

Not reported Italy TSQM–V2,  
DLQI,  

AKQoL,  
PHQ 

1136 Non-response 
rate not 
reported 

  Nolthenius et al, 
2016 (10): 

Colorectal polyps Cross 
sectional 

survey study 

3 years  None reported  Netherlands IES 78 No quality 
issues 
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  Peerally et al, 
2019 (25) 

Barrett’s Oesophagus Interventional 
Study 

12 months Not reported UK EQ-5D,  
EORTC QLQ-
C30 or OES18 

76 No quality 
issues 

 

  Pflugfelder et al, 
2012 (5): 

Actinic Keratoses Randomised 
clinical trial 

0,3,6 
months  

No external 
control  

Germany DLQI 418 No details of 
non-responders 

  Rana et al, 2014 
(8): 

Oral lichen planus, 
Leukoplakia, 
Erythroplakia.  

Cross 
sectional 

survey study 

Not 
reported  

Oral cancer, 
Oral cancer 

reoccurrence 
patients  

Germany OHIP 14, 
UW-QOL v4 

106 No details of 
non-responders 

  Rueckert et al, 
2018 (26) 

CIN Case Control 
Study 

Not 
reported 

Not reported Germany 
 

Impact of Event 
Scale-Revised 

(IES-R) 
questionnaire. 

52 Non-response 
rate not 
reported 

  Rzepakow et al, 
2018 (27) 

Leukoplakia 
Chronic laryngitis 

Cross-
sectional 

survey Study 

Not 
reported 

Benign lesions 
and Cancer 

Poland Voice-Related 
Quality of Life 
questionnaire 

(WHOQoL-
BREF). 

19 Non-response 
rate not 
reported 

  Rzepakow et al, 
2019 (28) 

Eukoplakia, 
Chronic laryngitis, 

Erythroplakia 

Cross-
sectional 

survey Study 

Not 
reported 

Benign lesions 
and Cancer 

Poland WHOQOL-BREF 34 Non-response 
rate not 
reported 

  Sanclemente et al, 
2017 (29) 

Actinic Keratosis Cross-
sectional 

survey Study 

From 
diagnosis to 

2 years. 

Not reported Colombia 
 

Skindex-29 
 

1896 Non-response 
rate not 
reported 
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  Sparić,et al, 
2019 (30) 

CIN Cross-
sectional 

survey Study 

4.7 years Not reported Serbia BDI 146 Non-response 
rate not 
reported 

  Taneepanichskul 
et al, 2011 (146); 

CIN 2/3 Cross 
sectional 

survey study 

Not 
reported 

Cervical cancer 
patients 

Thailand FACT-G 25 No quality 
issues 

  Wang et al, 2011 
(6): 

CIN Cross 
sectional 

survey study 

3 months  Normal pap 
smear, genital 

warts 
 

China HIP 487 No details of 
non-responders 

  Wen et al 2015 
(7): 

Oesophageal/gastric 
cardia precursor 

lesions 

Cross 
sectional 

survey study 

Pre- 
treatment, 

1,6,12 
months  

Early stage and 
advanced 

Oesophageal 
cancer 

China EORTC 
QLQ-C30, 

QLQ-OES 18. 

59 No details of 
non-responders 

Premalignant conditions: AK (actinic keratosis), BO (Barrett’s oesophagus), CIN (Cervical intra-epithelial neoplasia), colorectal polyps, DCIS (Ductal 

Carcinoma in Situ), Erythroplakia, giant bone tumour, Laryngeal leukoplakia, Leukoplakia, OLP (Oral lichen planus), PIN (Prostatic intraepithelial neoplasia) 

VAIN (Vaginal intra-epithelial neoplasia), VIN (Vulval intra-epithelial neoplasia).  

Instruments:   

DLQI (Dermatology Life Quality Index), EORTC QLQ-C30 (European Organisation for Research and Treatment of Cancer core quality of life 
questionnaire version 30), ESS, (Epworth Sleepiness Scale), FACT (Functional Assessment of Chronic Illness Therapy), FRI (The Family Relationships Index), 
GIQLI (Gastrointestinal Quality of Life index), HAM-A (Hamilton rating scale for anxiety), HAM-D (Hamilton rating scale for depression), HIP (HPV Impact 
Profile), HSQ (health status questionnaire) IES (RIES) (Impact of Events scale (Revised), LASA (Linear analog self-assessment), POSM (Process outcome 
specific measure), PSQI (Pittsburgh Sleep Quality Index), OHIP (Oral Health Impact Profile), QOLRAD (Quality of Life in Reflux and Dyspepsia), Skindex (-16, -
29), Staatsburg Sexual self-rating Q, UW-QOL (University of Washington Quality of Life Questionnaire), TSMQ 1.4 (Treatment Satisfaction Questionnaire for 
Medication), UNI-SCALE,  Voice Handicap Index, Voice-Related Quality of Life Measure. 
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Appendix 7: Forest plots for SF subscales. 

 

Figure 7-1 Role Limitation Physical (RLP) Forest Plot 
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Figure 7-2 Role Limitation Emotion (RLE) Forest Plot 
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Figure 0-3 Physical Function (PF) Forest Plot 
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Figure 0-4 Social Function (SF) Forest Plot 
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Figure 7-5 Mental Health (MH) Forest Plot 
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Figure 7-6 Bodily Pain (BP) Forest Plot 
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Figure 7-7 General Health (GH) Forest Plot 



P a g e  | 46 
 

 

Figure 7-8 Vitality Forest Plot 
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Appendix 8: Search strategy for the Systematic Review (October 2015 numbers)

# ▲ Searches Results 

1 exp "Monoclonal Gammopathy of Undetermined 

Significance"/ 

996 

2 "MGUS".mp. 1268 

3 "monoclonal gammopathy of uncertain 

significance".mp. 

76 

4 "Smouldering Myeloma".mp. 27 

5 lymphomatoid granulomatosis/ or preleukemia/ 1911 

6 myelodysplastic syndromes/ or anemia, refractory/ 

or "anemia, refractory, with excess of blasts"/ 

13012 

7 Carcinoma in Situ/ 14084 

8 " Lobular Carcinoma in Situ".mp. 770 

9 Barrett Esophagus/ 6752 

10 "Barrett* oesophagus".mp. 1232 

11 "lcis".mp. 358 

12 "Vulval intraepithelial neoplasia".mp. 105 

13 (squamous intraepithelial lesion* adj2 cervix).mp. 

[mp=title, abstract, original title, name of 

substance word, subject heading word, keyword 

heading word, protocol supplementary concept 

word, rare disease supplementary concept word, 

unique identifier] 

9 

14 Lichen Sclerosus et Atrophicus/ 796 

15 "Erosive lichen planus".mp. 236 

16 "vulval Lichen Sclerosus ".mp. or Vulvar Lichen 

Sclerosus/ 

493 

17 erythroplakia.mp. or Erythroplasia/ 515 

http://ovidsp.tx.ovid.com/sp-3.17.0a/ovidweb.cgi?&S=NGDPFPPLMIDDIMKHNCJKHGFBJMEMAA00&Sort+Sets=descending
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18 Endometrial Hyperplasia/ 3118 

19 Polycystic Ovary Syndrome/ 11167 

20 Cervical Intraepithelial Neoplasia/ or cervical 

intra?epitelial neoplasia.mp. 

8251 

21 "CIN".mp. 7386 

22 "pancreatic intraepithelial neoplasia".mp. 437 

23 Colonic Polyps/ or Colo* polyp*.mp. 9081 

24 Adenomatous Polyposis Coli/ or adenomat* 

polyp*.mp. 

11335 

25 "juvenil* polyp*".mp. 692 

26 Peutz-Jeghers Syndrome/ or peutz jeghers.mp. 2088 

27 "serrated adenoma".mp. 295 

28 Precancerous Conditions/ or precancer*.mp. 30278 

29 "aberrant crypt foci".mp. or Aberrant Crypt Foci/ 1305 

30 Keratosis, Actinic/ 730 

31 Leukoplakia, Hairy/ or "leukoplakia".mp. or 

Leukoplakia/ or Leukoplakia, Oral/ 

5565 

32 lymphomatoid granulomatosis.mp. or 

Lymphomatoid Granulomatosis/ 

806 

33 "preleukemia".mp. or Preleukemia/ 1409 

34 "xeroderma pigmentosum".mp. or Xeroderma 

Pigmentosum/ 

5514 

35 "uterine cervical dysplasia".mp. or Uterine Cervical 

Dysplasia/ 

3666 

36 Depression/ or Depression.mp. 282735 

37 Anxiety Disorders/ 25293 

38 exp Depressive Disorder/ 87313 

39 exp Anxiety/ 61638 

40 Stress, Psychological/ 95220 

41 Psych?social.mp. 63181 

42 Mental Health/ 24356 
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43 Stress, Psychological/ 95220 

44 Psychiatry/ 33718 

45 psych*.mp. 1103877 

46 qualitative research/ 24892 

47 qualitative.mp. 130919 

48 Barrett Esophagus/ or Barrett* Esophagus.mp. 7711 

49 adenomatous polyposis coli/ or gardner 

syndrome/ 

5571 

50 well?being.mp. 6013 

51 well-being.mp. 41381 

52 1 or 2 or 3 or 4 or 5 or 6 or 7 or 8 or 9 or 10 or 11 

or 12 or 13 or 14 or 15 or 16 or 17 or 18 or 19 or 20 

or 21 or 22 or 23 or 24 or 25 or 26 or 27 or 28 or 29 

or 30 or 31 or 32 or 33 or 34 or 35 or 48 or 49 

124362 

53 psychology.mp. or exp Psychology/ 257286 

54 exp "Quality of Life"/ or "QOL".mp. 135649 

55 "QALY".mp. or exp Quality-Adjusted Life Years/ 9727 

56 "POMS".mp. 1261 

57 "HADS".mp. 2520 

58 "GAD".mp. 6448 

59 GAD-?.mp. 0 

60 "GAD 7".mp. 135 

61 phq.mp. 1426 

62 36 or 37 or 38 or 39 or 40 or 41 or 42 or 43 or 44 or 

45 or 46 or 47 or 50 or 51 or 53 or 54 or 55 or 56 or 

57 or 58 or 59 or 60 or 61 

1543577 

63 52 and 62 2061 
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Systematic Review Protocol (based on PROSPERO 

Guidance):  

Review title:    

Do premalignant conditions impact psychosocial health and wellbeing? A mixed methods systematic 
review.  

Authors:  

Mr. Blain Murphy (BM) 

Dr. Charlene McShane (CMcS) 

Dr. Olinda Santin (OS) 

Dr. Charlene T Treanor (CT) 

Dr. Lesley A. Anderson (LAA)  

Contributors:  
LA is the guarantor. BM, CMcS, OS and LA drafted the manuscript. All authors contributed to the 
development of the search strategy and data extraction criteria. BM, CMcS, LAA and OS developed the 
search strategy and provided statistical expertise. All authors read, provided feedback and approved 
the final manuscript.  

Funding:  

BM is funded by the DEL in Northern Ireland. CMcS is funded by a CRUK research fellowship. CT is 
funded by a Cochrane fellowship.   
Conflicts of interest.  
No known conflicts of interest  

Sponsor:  

The Centre of Public Health (Queen’s University Belfast) is the Sponsor, meaning it has overall control 
of the data. No funding has been received for this study.  
 

Searches:  

Five online databases (PubMed (OvidSP), Medline (OvidSP), EMBASE (OvidSP), PsychInfo (OvidSP), 
Web of Science) were searched from inception to January 2020. 

Condition or domain being studied: 

Premalignant conditions. Psychosocial wellbeing and QoL.  

Participants/population: 

Inclusion: Patients aged 18 years or older, Patients had received a confirmed (to patient and 
healthcare professional (HCP) premalignant condition diagnosis. 

Exclusion:  Patients did not have a confirmed diagnosis, Patients with severe comorbidities (such as 
HIV or late stage dementia), Patients aged under 18 years, Data from HCPs or carers only, Studies of 
premalignant conditions which were: 1. High risk associated with genetic predisposition (such as 
familial adenomatous polyps) & 2. Abnormal test results but diagnosis was not confirmed as 
premalignant (e.g. abnormal pap smear). 
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Intervention(s), exposure(s): 

Not relevant. Baseline (or nearest to diagnosis) prior to intervention is taken.  

Comparator(s)/control:  

Premalignant patients are compared to population norms or a control group without a cancer 
diagnosis or severe co-morbidities (quantitative studies only). Population norms and criteria are 
used where relevant for specific questionnaires.    

Types of study to be included 

Inclusion: Original research studies which used a quantitative, qualitative or mixed methods design. 

Exclusion: Previous reviews were excluded; however, the reference lists were checked, • Drug trials, 
case studies, abstracts only and non-human articles were excluded. •Studies in non-peer reviewed 
journals. 

Context: 

Studies in hospital and community settings are included. All countries and languages are included.  

Main outcome(s): 

Impact of a confirmed premalignant condition on QoL and psychosocial wellbeing.  

Additional outcome(s): 

A qualitative synthesis on the impact of premalignant conditions is conducted; focusing on the 
psychosocial impact rather than the physical impact.  

Data extraction (selection and coding): 

A combination of keywords and controlled vocabulary/subject headings for premalignant conditions 
(such as “Precancer”, Premalignant”, “Ductal carcinoma in-situ” and “DCIS”) and psychosocial 
wellbeing/QoL (such as “Quality of life”, “QoL”, “Depression” and “Psychology”) were used 
(Appendix 8). Premalignant terms were identified through the NCI Cancer dictionary, premalignant 
consensus articles and advice from premalignant researchers.  

The search was restricted to human studies with no language restrictions imposed. Search results 
were transferred into RefWorks and duplicate records removed (exact matches were removed 
automatically with probable matches reviewed individually).  

Titles and abstracts were reviewed by the primary reviewer (BM) and secondary reviewers (CMcS, CT 
& OS) against the eligibility criteria. Reference lists of articles included in the systematic review were 
also searched. Discrepancies were resolved by an independent reviewer (LAA).  

Data was extracted into tabular format using a predesigned proforma by the principal reviewer 
(BM). Information extracted included: author, year, premalignant condition, study design, times 
since diagnosis, control group, study location, instruments used and sample size2.  
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Risk of bias (quality) assessment: 

Risk of bias assessment was conducted using the Mixed Methods Appraisal Tool (MMAT) (2018 
version) to inform about the reliability of the studies. The MMAT was chosen due to its ability to 
reliably assess methodological quality across diverse study designs, including qualitative, 
quantitative, and mixed methods studies. The 2018 version of the MMAT was used due to: it’s 
improved logic chart of selecting study category (randomised control trial, observational study or 
non-randomised trial) and excluded the use of a summative numerical score, as proposed in the 
literature. The exclusion of summative scores has been viewed as obsolete due to the high 
subjectivity, little/no effect on improving the utility of meta-analysis and potential introduction of 
bias.  

 

Strategy for data synthesis: 

Validated questionnaires will be analysed separately when three or more included articles use the 
validated questionnaires and provide sufficient details to conduct meta-analysis (ie. Number of 
participants, questionnaire scores with standard deviation (or calculable from confidence 
intervals/similar). This will be analysed using weighted effect-size meta-analysis.  

Qualitative analysis will be conducted using thematic synthesis.  

Analysis of subgroups or subsets: 

Validated questionnaires will be analysed separately when three or more included articles use the 
validated questionnaires and provide sufficient details to conduct meta-analysis (ie. Number of 
participants, questionnaire scores with standard deviation (or calculable from confidence 
intervals/similar).  

Language: 

English 

Country:  

United Kingdom 

Keywords. 

Premalignant, QoL, Psychosocial Wellbeing, thematic synthesis, anxiety.   
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Appendix 9: AiMs-COREQ Checklist 

Consolidated criteria for reporting qualitative studies (COREQ): 32-
item checklist 
 
Developed from: 
Tong A, Sainsbury P, Craig J. Consolidated criteria for reporting qualitative research (COREQ): a 32-
item checklist for interviews and focus groups. International Journal for Quality in Health Care. 2007. 
Volume 19, Number 6: pp. 349 – 357 
 
YOU MUST PROVIDE A RESPONSE FOR ALL ITEMS. ENTER N/A IF NOT APPLICABLE 
 
No.  Item  
 

Guide questions/description Reported in 
Section 

Domain 1: Research team 
and reflexivity  

  

Personal Characteristics    
1. Inter viewer/facilitator Which author/s conducted the interview or 

focus group?  
3.2.4 

2. Credentials What were the researcher’s credentials? E.g. 
PhD, MD  

3.2.4 

3. Occupation What was their occupation at the time of the 
study?  

3.2.4 

4. Gender Was the researcher male or female?  3.2.4. 
5. Experience and training What experience or training did the 

researcher have?  
3.2.4 

Relationship with participants    
6. Relationship established Was a relationship established prior to study 

commencement?  
3.2.4 

7. Participant knowledge of 
the interviewer  

What did the participants know about the 
researcher? e.g. personal goals, reasons for 
doing the research  

3.2.4 

8. Interviewer characteristics What characteristics were reported about the 
inter viewer/facilitator? e.g. Bias, 
assumptions, reasons and interests in the 
research topic  

3.2.5 

Domain 2: study design    
Theoretical framework    
9. Methodological orientation 
and Theory  

What methodological orientation was stated 
to underpin the study? e.g. grounded theory, 
discourse analysis, ethnography, 
phenomenology, content analysis  

3.1.2 
3.1.3 
3.2.6 

Participant selection    
10. Sampling How were participants selected? e.g. 

purposive, convenience, consecutive, 
snowball  

3.2.3 

11. Method of approach How were participants approached? e.g. 
face-to-face, telephone, mail, email  

3.2.3 

12. Sample size How many participants were in the study?  3.3.1 
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13. Non-participation How many people refused to participate or 
dropped out? Reasons?  

 

Setting   
14. Setting of data collection Where was the data collected? e.g. home, 

clinic, workplace  
3.2.4 

15. Presence of non-
participants 

Was anyone else present besides the 
participants and researchers?  

3.2.4 

16. Description of sample What are the important characteristics of the 
sample? e.g. demographic data, date  

3.3.1 

Data collection    
17. Interview guide Were questions, prompts, guides provided by 

the authors? Was it pilot tested?  
Appendix 8 

18. Repeat interviews Were repeat inter views carried out? If yes, 
how many?  

N/A 

19. Audio/visual recording Did the research use audio or visual 
recording to collect the data?  

3.2.4 

20. Field notes Were field notes made during and/or after the 
inter view or focus group? 

3.2.4 

21. Duration What was the duration of the inter views or 
focus group?  

3.2.4 

22. Data saturation Was data saturation discussed?  3.2.7.1 
 

23. Transcripts returned Were transcripts returned to participants for 
comment and/or correction?  

3.2.4 
3.4.3 

Domain 3: analysis and 
findings  

  

Data analysis    
24. Number of data coders How many data coders coded the data?  3.2.6 

3.2.7 
25. Description of the coding 
tree 

Did authors provide a description of the 
coding tree?  

Figure 3.3 

26. Derivation of themes Were themes identified in advance or derived 
from the data?  

3.2.6 

27. Software What software, if applicable, was used to 
manage the data?  

3.2.7 

28. Participant checking Did participants provide feedback on the 
findings?  

N/A 

Reporting    
29. Quotations presented Were participant quotations presented to 

illustrate the themes/findings? Was each 
quotation identified? e.g. participant number  

Yes, 3.3.2  

30. Data and findings 
consistent 

Was there consistency between the data 
presented and the findings?  

Yes, 3.3.2 

31. Clarity of major themes Were major themes clearly presented in the 
findings?  

Yes, 3.3.2 

32. Clarity of minor themes Is there a description of diverse cases or 
discussion of minor themes?       

Yes, 3.3.2 
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Appendix 10: AiMs-Protocol and Ethics Letter 

 

 

 

 

Research Protocol 

Version 3.1 | 20 April 2016 
 

Title: Assessing the impact of receiving a monoclonal gammopathy of undetermined 

significance (MGUS) diagnosis following routine screening: part of the AiMS study 

 

Charlene M. McShane1, Liam J. Murray1, Olinda Santin2, Charlene Treanor1, Michael 

Donnelly1, Jackie Quinn3, Oonagh Sheehy3, Louise Gribben4, Blain Murphy1 and 

Lesley A. Anderson1.  

 
1 Cancer, Epidemiology Health Services Research Group, Centre for Public Health, 

Queen’s University Belfast, Northern Ireland  
2 School of Nursing and Midwifery, Queen’s University Belfast, Northern Ireland  
3 Belfast City Hospital, Belfast Health and Social Care Trust, Northern Ireland 
4 Craigavon Area Hospital, Southern Health and Social Care Trust, Northern Ireland 
 

 

Summary 

Monoclonal Gammopathy of Undetermined Significance (MGUS) is a premalignant disorder 
which precedes Multiple Myeloma (MM), an incurable B-cell malignancy with a five year 
survival rate of 38.2%.  Annual rate of progression to MM is 1%, and although only a small 
percentage of patients are likely to progress to more serious B-cell malignancies, anticipating 
cancer may have a detrimental impact on the physical and mental wellbeing of the individual.  
In addition, MGUS patients are also at increased risk of a whole range of medical conditions 
including osteoporosis/osteopenia, fractures, peripheral neuropathy and deep vein thrombosis 
which may also impact on quality of life.  Several studies have investigated the quality of life 
of MM patients yet few have investigated the impact of receiving a positive MGUS diagnosis.  
To date, one USA study has reported similar levels of psychological distress during follow up 
visits in patients with both benign and malignant haematological malignancies, thus, 
suggesting that the psychological distress experienced is similar among MGUS and MM 
patients.   
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To assess the psychological impact of receiving an MGUS diagnosis, we plan to facilitate ten 
focus groups and up to 50 one-to-one telephone interviews with MGUS patients to identify 
common trends regarding their mental and physical wellbeing and health care needs.  We 
also aim to evaluate the patient’s feelings towards their current health care provision.  

The information gathered will be used to assess areas for improved service provision with 
respect to MGUS patients in Northern Ireland and will be used to generate a quantitative 
questionnaire to measure the psychological impact of MGUS which could be further 
investigated in a larger study. 

 

Background 

The most prevalent of the plasma dyscrasias, monoclonal gammopathy of undetermined 
significance (MGUS) has been shown in two independent studies to consistently precede 
multiple myeloma (MM)(1,2).   MM, a B-cell malignancy remains largely incurable, with 
average life expectancy of 30 months(3).  In addition, MGUS has been associated with a 
higher risk of other medical conditions, namely osteoporosis/osteopenia, fractures 
(particularly vertebral compression fractures), peripheral neuropathy and deep vein 
thrombosis(4–7).  In a systematic review of MGUS prevalence studies, crude prevalence 
was estimated to be 3.2% in a predominantly white population ≥50 years old (8).  Applying 
this value to the Northern Ireland ≥50 years old population, just under 10,000 individuals 
harbour MGUS(9). 

MGUS is asymptomatic and thus not associated with the characteristic symptoms or signs of 
the plasma B-cell malignancies thus making diagnosis difficult(10).  As such, MGUS is 
markedly underdiagnosed and is often incidentally detected upon routine blood testing. The 
International Myeloma Working Group (2003) define MGUS, as ≤30g/l of serum monoclonal 
(M) protein in the absence of MM, ≤10% plasma cell infiltration in the bone marrow and 
absence of related end organ damage or tissue impairment ( as defined by the CRAB criteria 
– hypercalcaemia, renal insufficiency, anaemia and bone lesions)(11).   

MGUS is a premalignant disease state, with 1 in 4 cases progressing to malignancy 
including MM, Waldenström’s macroglobulinemia and lymphoma(12).  The risk of 
progression is approximately 1% per year, a risk which has been shown to remain 
beyond 25 years of observation(13,14).   In 2005, Rajkumar and colleagues proposed 
a risk stratification model to differentiate MGUS patients who were at greater risk of 
progression to MM on the basis of three major biological characteristics, Table 1 (15).   
These include: (i) the amount of serum free light chains (<0.26 - >1.65) (ii) serum M 
protein levels >15 g/l and (iii) non-IgG MGUS.  High risk MGUS (defined as 3 abnormal 
factors) was associated with a 58% absolute risk of progression to MM within 20 years 
and when accounting for death as a competing factor, this risk was reduced to 27%. 
Given the risk of malignant transformation and increased association with medical disorders, 
MGUS patients need to be monitored indefinitely(10).  Treatment is not currently 
recommended, however recent stratification of patients into high and low risk groups for 
transformation may allow for further development within this area(15). 

Table 1.   Risk stratification model to predict progression of MGUS to MM or related 
disorders based on Rajkumar et al (2005) model(15) 
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Risk Relative 
Risk 

Absolute risk of 
progression at 20 
years (%) 

Absolute risk of 
progression at 20 
years, accounting 
for death as 
competing factor 
(%) 

Low risk  
(serum M protein <1.5 
g/dL; IgG subtype, normal 
FLC ratio  0.26-1.65) 

1 5 2 

Low-intermediate-risk 
Any 1 abnormal factor 

5.4 21 10 

High-intermediate-risk 
Any 2 abnormal factors 

10.1 37 18 

High -risk 
Any 3 abnormal factors 

20.8 58 27 

 

Previous studies investigating health related quality of life in MM have reported increased 
symptoms/problems and lower scores on the physical functioning subscale(16,17) in contrast 
to other haematological malignancies and reduced quality of life in contrast to the normative 
population(18).  In a recent systematic review of the literature, JR Satin and colleagues failed 
to identify a link between depression and progression of disease in cancer patients; however 
depression was an associated predictor of mortality(19).  Although a small proportion of MGUS 
cases are ever likely to progress to more serious B-cell malignancies, anticipating cancer may 
have a detrimental impact on the physical and mental wellbeing of the individual.  A USA study 
has reported similar levels of psychological distress during follow up visits in patients with 
benign and malignant haematological malignancies(20).  Thus, suggesting that psychological 
distress is similar amongst both MGUS and MM patients(20).  Furthermore, univariate analysis 
revealed non-malignant haematological disease to be a predictor of distress score ≥5 on the 
National Comprehensive Cancer Network Distress Thermometer(21).   

Understanding the impact of an MGUS diagnosis, both at the point of diagnosis and 

beyond, may assist in the development of intervention strategies to aid assessment 

and follow-up of patients considering potential psychosocial implications.  

Research Questions 

1. What impact does an MGUS diagnosis have on patients in Northern Ireland? 

2. What is the patient’s experience of follow up care in Northern Ireland?   
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Research Aims 
1. To assess the psychological impact of having MGUS among adults and to 

identify specific factors which may impact the physical and mental wellbeing of 

the MGUS patient. 

2. To evaluate patient’s experience of utilising the MGUS telephone follow-up 

clinic compared to standard follow-up care (face-to-face) throughout Northern 

Ireland. 

Objectives 

The data generated will be used: 

1. To identify any unmet needs among patients diagnosed with MGUS and to 

collate the patient experiences of receiving an MGUS diagnosis in Northern 

Ireland 

2. To develop a quantitative questionnaire specific to MGUS patients to assess 

the psychological impact of receiving an MGUS diagnosis  
 

Plan of Investigation 

This is a qualitative study involving ten focus group sessions and up to 50 semi-structured 
one-to-one telephone interviews with MGUS patients across Northern Ireland and Queen’s 
University Belfast (QUB) researchers. 

Very few studies have investigated the impact of receiving an MGUS diagnosis.  The study 
team in consultation with expert psychologists determined a phenomenological approach 
would be the best means by which to explore the impact that an MGUS diagnosis has on the 
health and psychological wellbeing of individuals.  To do this, focus groups and one-to-one 
telephone interviews will be used to obtain information from this essentially hidden patient 
group.    

Focus Groups 

Powell et al defines a focus group as “a group of individuals selected and assembled by 
researchers to discuss and comment on, from personal experience, the topic that is selected 
of the research”(22).   From the focus group, theories and hypotheses can be generated using 
the attitudes, feelings, beliefs and experiences expressed by the participant towards the study 
topic.  In contrast to one to one interview’s, focus groups allow for a multiplicity of views and 
feelings to be expressed within a group environment, and therefore a large amount of rich data 
can be collected in a shorter period of time.  Furthermore data obtained can be used to develop 
questions for questionnaires.  Focus groups are also an effective means by which to evaluate 
a study or to assess the impact of a particular programme and hence also an appropriate 
approach to evaluate the MGUS telephone follow-up clinic.   
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One-to-one telephone interviews 

Kvale defines an interview as “an interchange of views between two persons conversing about 
a theme of common interest” (23). The interview style selected, for example, semi-structured, 
can help the researcher identify theories and hypotheses from the attitudes, feelings, beliefs 
and experiences expressed by the participant towards the study topic. In contrast to focus 
groups, interviews allow an individual to articulate their views and feelings in a private setting 
and allows the interviewer to further explore emergent themes arising from the individual. In 
this study, telephone interviews will be utilised.  Telephone interviewing has been shown to 
be a valid and productive tool in qualitative research, reducing travel expenditure and allowing 
greater flexibility for both the interviewer and interviewee than face to face interviews (24).  
Data obtained from one-to-one interviews can also be used to develop questions for 
questionnaires.  

Subject Selection 

In this study, ten focus groups (n=2 from each Trust) and up to 50 telephone interviews (n=10 
from each Trust) with MGUS patients selected from each of the five Health and Social Care 
Trusts (Belfast, Northern, Southern, South-Eastern and Western) within Northern Ireland will 
be carried out.   

In some Trusts, a MGUS telephone clinic has been set up.  A subset of MGUS patients 
(generally those the healthcare team have deemed to be of low risk of progressing) are 
provided with the option of a telephone review or continuing with consultant led hospital follow-
up.  The MGUS telephone follow-up clinic has yet to be evaluated.   In Trusts where a 
telephone clinic is already in place (for example, in the Belfast and Southern Trusts), the focus 
groups and interviews will involve patients followed up via telephone clinic whereas focus 
groups and interviews in the Trusts which currently do not have a telephone clinic will involve 
patients followed up face-to-face within a hospital setting. 

Local collaborators at each Trust 

For the Belfast Health & Social Care Trust, Ms Jackie Quinn, CNS myeloma nurse at the 
Belfast City Hospital, co-ordinator of the MGUS telephone clinic and also a member of the 
study team will select subjects from a list of MGUS patients.  A similar process will be 
undertaken in the Southern Health & Social Care Trust, in which Ms Louise Gribben, 
haematology nurse specialist at the Craigavon Area Hospital will identify subjects from a list 
of MGUS patients who are followed up by telephone clinic at the Craigavon Area hospital.  Ms 
Lisa McGurgan, haematology nurse specialist in the Northern Trust will identify patients who 
are followed-up at the Antrim Hospital.  Dr Margaret Bowers and Dr Patrick Elders will identify 
MGUS patients followed-up at the South Eastern and Western Trusts, respectively.  In all 
Trusts, subjects will only be approached if the healthcare team feel that they are fit to 
participate in the study.   

Sampling methods 

Maximum variation sampling (heterogeneous sampling), a form of purposive sampling will be 
used to identify potential participants.  Maximum variation sampling, which searches for 
variation in perspectives, was chosen over other selection methods to provide a greater insight 
into the impact of receiving an MGUS diagnosis. As such, each focus group will comprise a 
heterogeneous population (including recently diagnosed and long-term MGUS patients) so 
that a wide array of views, feelings and experiences can be captured in relation to receiving 
an MGUS diagnosis.  Each patient will receive a letter from their healthcare team inviting them 
to participate in the proposed research.  Prior to this the local collaborator will discuss the 
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project with the potential participant via telephone or face-to-face (depending on the method 
of MGUS follow-up in each of the individual Trusts). Each individual will be provided with the 
opportunity of participating in a focus group; if the individual states they are interested in the 
study but would not feel comfortable or have the means to participate in a focus group the 
local collaborator will provide the potential participant with the option of a one-to-one telephone 
interview with a QUB researcher.   

To encourage discussion, it is recommended that a focus group contains between 6 -10 
people, however there is no set minimum number.  It is therefore anticipated that each focus 
group will involve 8-10 patients, and so 266-333 patients will be approached in anticipation of 
a 70% refusal rate.  To compensate for potential drop-outs on the day, 12 individuals will be 
invited to attend each focus group - this should hopefully ensure a minimum of 8 participants 
to each focus group.  Up to 10 patients at each Trust will be recruited to participate in the 
telephone interviews. 

Procedure 

Letters will be sent to all MGUS patients identified inviting them to participate.  To facilitate 
completion of the consent and contact information forms, a pen will also be included within the 
study information pack.  To ensure the AiMS study documentation is understandable and 
appropriate to the target audience, the invitation letter, information booklet, consent form, 
contact information sheet, demographic questionnaire and focus group interview schedule 
underwent review by a subset of (non-MGUS) patients involved in the Northern Ireland Clinical 
Trials Centre ‘Personal and Public Involvement in Research’ committee.  Following feedback, 
amendments were made to the study documentation as the study team deemed appropriate.   

In the event that the patient fails to return the consent form and contact information sheet, a 
telephone reminder call will be made by the relevant local collaborator two weeks later.  Within 
the literature, use of telephone reminder calls have been shown to improve the response rates 
among participants (25).  If however, the individual is not contactable by telephone a reminder 
letter will be sent.  The AiMS study team will provide the local collaborator at each Trust with 
the names of MGUS individuals who have consented to participate in the study thereby 
allowing for identification of individuals who have yet to respond.  These individuals will receive 
a telephone reminder call by the local collaborator at their local Trust or a reminder letter 
should they be unavailable by telephone.  If in the event, the individual either by phone or in 
writing, expresses that they are not willing to take part in the study, or fails to respond to the 
reminder letter then no further contact will be made regarding the AiMS study.   

Data Collection 

Each focus group and telephone interview will follow an interview schedule in which the 
researcher will open discussion with an open ended question.  The researcher’s role will be to 
promote conversation and debate among the participants, to keep the discussion focused and 
where necessary, use probes to tease out information on the topic being discussed.  The 
researcher will also ensure that all participants get the opportunity to speak.  Once a topic has 
been discussed in detail, and data saturation reached (i.e. no new themes emerging), a 
general consensus will be made and the discussion moved forward to the next question.  

Focus groups 

Upon agreement, dates (expected in early 2016) will be arranged to facilitate the focus groups.   
To avoid positive or negative associations with particular buildings (for example, a hospital), 
the focus groups will be held in a neutral environment for example, in a QUB building or a 
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hotel conference room. Participants will be provided with light refreshments, and will be 
reimbursed for travel expenses (mileage, public transport, taxis etc.).   

Prior to beginning each focus group, participants will be asked to complete a short 
demographic questionnaire and the EQ-5D. The demographic questionnaire will consist of a 
series of tick box answers and should take no longer than five minutes to complete.  
Individuals will also be asked to complete the EQ-5D-3L™ questionnaire, a standardised 
instrument used to measure health outcomes across a range of disease states, treatments 
and populations (26,27), see Appendix 1.  The EQ-5D-3L™   consists of three pages 
including a cover page and is considered to be cognitively simple and takes only a few 
minutes to complete(27).  The EQ-5D-3L™ consists of 2 parts, the EQ-5D descriptive 
system (part 1) and the EQ visual analogue scale (EQ-VAS) (part 2) (26,27).  The EQ-5D-3L 
descriptive system assesses health-related quality of life across five dimensions including 
mobility, self-care, usual activities, pain/discomfort, and anxiety/depression.  Respondents 
can rate each dimension on three levels of severity (no problems/some or moderate 
problems/extreme problems).  The EQ-VAS is presented as a 20cm vertical scale ranging 
from “worst imaginable health state” [0] to “best imaginable health state” [100], and asks 
respondents to rate their overall health by a drawing a line on the scale thereby providing a 
quantitative measurement of health outcome (26,27). The EQ-5D-3L™ questionnaire has 
previously been validated for use within adult populations and within the UK (26,27).  Our 
study has been registered with the EuroQol group (http://www.euroqol.org) and approval has 
been granted to use the EQ-5D-3L™ questionnaire within this study, see Appendix 1. 
Focus groups will be facilitated and attended by at least two members of the research team 
(CMcS, OS, CT, BM) and are anticipated to be up to two hours in duration. The interview 
schedule will consist of open-ended questions and relevant probes.  Prior to data collection, 
the interview schedule will be tested among a group of first year PhD students at the Centre 
for Public Health, QUB to provide training and experience in facilitating focus group interviews 
for BM. 

Telephone interviews 

The telephone interview will take place using Skype software to contact the participant on the 
landline or mobile phone number provided. In the contact information form, participants will be 
asked to select their preferred date and time for QUB researchers to contact them to arrange 
an interview date and time.  During this initial phone call, the date and time of the interview 
will be set and the researcher will address any queries the participant has about the AiMS 
study.  Flexible dates and times will be offered and the participant will be reminded that if they 
are no longer available on the date/time set that they can contact the AiMS study team and a 
new date/time can easily be arranged. 

At the start of the telephone interview, the researcher will discuss the process involved 
including consent and explain the distress protocols in place should the participant become 
distressed during the interview. The participant will be reminded that they are being recorded 
and that the interview will be transcribed verbatim. The interviewer will begin by asking the 
participant to answer questions from the short demographic questionnaire and EQ-5D-3L™ 
over the telephone. The interviewer will then initiate the discussion on MGUS using questions 
from the same interview schedule used in the focus groups (Appendix 2). Prompts will be used 
were necessary. Once data saturation has been reached (i.e. no new information emerging), 
the call will end and the interviewer will go through the debrief procedure with the participant. 

Analyses 

http://www.euroqol.org/
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The interviews will be analysed to document the patient’s experience of having MGUS, as well 
as their views towards being followed up via a telephone clinic.  

Using the EQ-5D-3L™  questionnaire, unique health states will be calculated based on the 
self-reported responses to the five dimensions and will be converted into a single summary 
measure (EQ-5D-3Lindex) by applying scores from the UK valuation set available from the 
instrument developers, EuroQol (24,25).  The line drawn by participants on the EQ-VAS scale 
will be used to provide a quantitative measurement of overall self-reported health status.  As 
per guidance documents, missing or ambiguous (for example, where the line drawn crosses 
the scale twice) values will be coded as ‘999’.  Using the EQ-5D, the health profile of the 
MGUS participants will be generated by tabulating frequencies of reported problems for each 
level of each dimension. As the number of respondents will be low (i.e. 16-20 participants) the 
EQ-5D levels will be dichotomised into ‘no problems’ (level 1) and ‘problems’ (levels 2 and 3).  
Both the EQ-5D-3Lindex and EQ-VAS findings will be reported as a mean and standard 
deviation; alternatively the median and range (25th and 75th quartiles) will be reported if the 
data appears skewed. 

Focus groups and the telephone interviews will be recorded and transcribed verbatim to 
maximise the reliability and potential validity of the findings.  Transcription will be carried out 
in-house by members of the research team, unless funding from external grant sources 
becomes available. Audio recordings and full transcripts will be stored in a safe confidential 
environment and will be available for independent inspection.  Draft manuscripts (one page 
extract) will be sent to participants for respondent validation.  A member of the research team 
will also conduct a post interview appraisal to include areas of ambiguity, interview type and 
general observations to aid analysis.   

Transcripts will be analysed using NVIVO 10 software.  Data analysis will occur at the same 
time as data collection.  The use of thematic analysis will allow the categories and themes to 
iteratively emerge from the views, meanings and feelings expressed by the participants 
(28,29).  Themes are not predetermined or based on previous theories or hypotheses, but 
emerge from the data itself. OS and BM will code the interviews separately, building 
interpretations of the data independently in order to avoid contamination.  Once this process 
has been completed, meetings will be held and the main themes identified, collated and 
agreed by discussion and consensus.  Transcripts will also be analysed for contradictions to 
the emergent themes.  This iterative process of confirmation by consensus between more than 
one researcher regarding interview data enhances the reliability of the results.   

Ethical Considerations 

The study has been recorded on the Queens University Belfast Human Subjects Research 
Database.  As the proposed research involves human subjects, ethical approval is required 
and will be sought from Office for Research Ethics Committee Northern Ireland (ORECNI).  
R&D approval from the five Health and Social Care Trusts is required and will be sought.  

All participants will be provided with an information booklet informing them of the nature of the 
study, the purpose of the focus groups/telephone interviews and use of their contributions.  
This information booklet will be provided with a written consent form, which must be signed 
and initialled by the participant if they wish to participate in the study.  Participation will be 
voluntary and participants can refuse or withdraw at any given time during the study.  As 
MGUS is highly prevalent in the general population and affects a broad spectrum of 
individuals, no restrictions will be made with respect to participant age, sex or race/ethnicity to 
entry in the study.   In order to facilitate discussion during each focus group/telephone 
interview session only individuals proficient in English will be approached to take part. 
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Each focus group will take place in a secure environment in the presence of two members of 
the AiMS study team.  All individual interviews will take place using Skype. At the outset of 
each session, the researcher will seek to ensure that participants are fully informed of what is 
expected of them and that no-one is pressurised to speak.  Participants will be informed that 
they can choose not to answer any discussion question and stop participation at any time 
during the focus group session/interview.  They may also leave the room/phone at anytime 
and return if and when they feel ready to do so. As sensitive issues may arise during the focus 
group, which may be upsetting to some participants, the researcher will clarify that while views 
are expected to be shared within the group and with the researchers, confidentiality outside 
the group is encouraged.  If a participant expresses severe negative emotions (for example, 
signs of anxiety or depression), distress protocols are in place for the focus group (see 
Appendix 3) and individual interviews (See Appendix 4). At the end of the focus group session, 
the research team will provide all participants with an information pack containing an 
information leaflet and contact details for charitable agencies (example, Myeloma UK) which 
they may use for additional information or support if they are so interested. This will be posted 
out to those taking part in telephone interviews.  Participants will also be informed that the 
researcher has a duty to report to the relevant authorities any instances of poor practice or 
criminal activity that they may disclose during the focus group session or telephone interview. 

Participants will not be identifiable from any data source including tapes, field notes and 
transcripts. Audio recordings and full transcripts will be stored in a safe confidential 
environment within the Centre for Public Health, Institute of Clinical Sciences B, Royal Victoria 
Hospital, QUB and will be available for independent inspection.  Data will only be shared with 
those who are members of the study team and who have undertaken appropriate ethics 
training.  All researchers involved in the study will be required to hold a valid good clinical 
practice (GCP) certificate.  

Publication and dissemination of results  
 
The results of the current study will be presented in medical and scientific journals, at local 
and international conferences and as an internal report. Information including the use of 
direct quotes will be treated confidentially and presented anonymously in any published 
papers and/or presentations.  For individuals who expressed interest in receiving a copy of 
the study results and who provided consent for their details to be retained for this purpose, 
the AiMS study team will provide a summary of the main findings. 
Study Limitations  

There are a number of potential limitations to the study.  The generalizability of the findings to 
the whole MGUS patient population is limited by the small number of participating individuals 
and those individuals who do participate may not be representative of the MGUS population. 
For example, the use of focus groups may deter certain individuals from participating such as 
those who are less confident, articulate or with special needs. This will be lessened by 
providing individuals with an opportunity to participate in a telephone interview.   Maximum 
variation sampling will be used to identify a heterogeneous patient group and further steps will 
be taken to facilitate participation by all individuals including facilitating the focus 
groups/telephone interviews in the evening or weekends to accommodate those who are 
employed.   

 

While  telephone interviews are more convenient for both participants and researchers,  
participant opinions and viewpoints can be influenced by question style and biases, for 
example, social desirability bias were participants strive to provide the most socially 
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acceptable or correct answer (30). Interviewer biases/subjectivity referred to as the “hidden 
agenda” within the literature can also influence findings (31).  Within this study, care will be 
taken to avoid these biases by adhering to the interview schedule. 

The group environment may influence participant’s responses.  Some may experience 
feelings of distrust and be unwilling to express their true feelings.  However, all participants 
share an MGUS diagnosis which should help to alleviate feelings of difference and encourage 
conversation.   

From the researcher’s perspective, it may be difficult to determine whether the views 
expressed are those of the individual and not of others, the medical literature or Internet blogs 
etc.  However, MGUS is largely described by the literature as asymptomatic and thus any 
symptoms or negative feelings emerging from the data are unlikely to be influenced by prior 
scientific studies or the medical literature.   

Owing to the open-ended nature of the discussion the researcher has very little influence over 
the data produced.  To avoid influencing group discussion, the researcher, as group leader, 
has to allow the participants to talk to and interact with each other, to allow participants to 
express their beliefs and concerns, intervening only to redirect focus on the topic.  However, 
if a group contains a number of dominant members, data may be biased.  If this becomes 
obvious during the group discussion, the researcher will intervene to encourage shyer 
members to talk within the group.  The British Medical Journal qualitative checklist (2010) will 
be consulted throughout the study to eliminate potential biases from occurring.   
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Appendix 11: AiMs- Patient Demographic Questionnaire 

and Interview Schedule 

 

Patient Demographic Questionnaire 

1. What gender are you? 
 Male 
 Female 

2. What is your age? 
 18-30 years old 
 31-40 years old 
 41-50 years old 
 51-60 years old 
 61-70 years old 
 71-80 years old 
 Older than 80 years old 

3. What is your marital status? 
 Married  
 Living with a partner  
 Widowed  
 Divorced  
 Separated  
 Never married  
 Civil partnership 
 Other, please specify: __________________ 

4. If you responded to question 3. (above) that you were widowed, divorced or 
separated, how long have you been widowed, divorced or separated?  

___________ (Years)  Answer 0 if less than 1 year 

5. What is the highest level of education you have obtained? 
 Finished Primary School 
 Finished Secondary School (‘O’ Levels/GCSE) 
 Finished Secondary School (‘A’ Levels) 
 Further Education (attended a Technical College) 
 Undergraduate degree 
 Post graduate degree (e.g. Masters, PhD, MD etc.) 
 Other  

Please specify: __________________ 

6. Do you live in a rural or urban community? 
 Rural (countryside) 
 Urban (city, large town) 

7. At what age were you diagnosed with MGUS? 
 

___________ years old 
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8. How often are you reviewed for your MGUS diagnosis? 
Every _____________ months/year(s) [Delete as appropriate] 

9. Do you currently attend a MGUS clinic (with a consultant haematologist) or have a 
telephone review? 
 Attend a MGUS clinic (at hospital)  
 Telephone review 

10. Do you have any other long term illnesses? 
 Yes 
 No 

Thank you for taking the time to complete this questionnaire 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Version 1.0| 16/01/13 
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Focus Group/Interview Schedule 

INTERVIEW SCHEDULE 

1. What do you understand MGUS to be? 
 

2. How were you diagnosed with MGUS? 

Prompts: 

……being investigated for other disorders? 

 

3. Have you experienced any changes since being diagnosed with MGUS? 

Prompts: 

Psychological: How do you feel/think? 

Physical: Body? 

Social: Relationships/going out and about? 

Spiritual: Religion/God/Life and death? 

Specific: Fatigue/tired? Pain? Depressed/feeling down or blue? 
Anxious/nervous/worried? 

Age-related: Getting older? 

 

4. How have these changes affected you and how you live your day to day life? 

Prompts: 

Psychologically: Coping? Perception/how you see things? Expectations/Do you 
believe it will get better or worse (accentuation vs dissipation)? Family – concerned 
that other members may be at risk? 

Socially: Relationships? Work-life? Financially/Money? Insurance?  

Physically: Restriction in activities?/reduction or change in activities?/change in 
dietary habits? 

Spiritually: Religion/God/Life and death? 

Positive/Negative 

 

5. How do you cope/manage these changes? 

Prompts: 

Social Support: Family? Friends? Neighbours? Community? 

Use of health services: GP? Hospital? None? 
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Online: Support networks/forums?/charity websites? 

Perspective: Positive reframing/ have to be thankful to be otherwise healthy?/ 
Acceptance? Self-blame? Denial? 

Other: Venting/Substances- alternative therapies?/Religion? 

 

6. How do you feel about how you are followed-up for MGUS? 

Prompts: 

….satisfied – why? 

….concerned- why? 

… frequency? 

 

7. Are there any services that you think should be available to yourself and 
others with MGUS to help deal with the issues mentioned today? 

Prompts 

…..Support network? 

 

8. Is there anything else that you would like to add that hasn’t been discussed 
already? 

 

OK, that now concludes the session.  Many thanks for your participation and co-
operation.  We hope that you have a safe journey home.   

 

 

 

 

 

 

 

 

 

 

 



P a g e  | 72 
 

Appendix 12: AiMs- Other study materials 

Invitation Letter to MGUS Patients 

 
 

FORENAME SURNAME  

ADDRESS 1 
ADDRESS 2 
ADDRESS 3 
POSTCODE 
 
Date: _______________________ 

Dear __________________, 

We would like to invite you to participate in a study that is been carried out by researchers at 
the Centre for Public Health, Queen’s University Belfast.  This study called the AiMS study aims 
to investigate the impact of receiving a monoclonal gammopathy of undetermined significance 
(MGUS) diagnosis in Northern Ireland. 

Patients with MGUS attending haematology clinics in the Belfast and Southern Health & Social 
Care Trusts are being invited to take part in this research.  If you decide to participate, you will 
be asked to complete a short questionnaire and participate in a group discussion about MGUS.  
Although there is no clinical benefit to you taking part in this study, we hope that you feel you 
can contribute to this research.  Your support will help the researchers to identify important 
areas which may improve service provision for MGUS patients like yourself in Northern Ireland.  
It is entirely up to you whether or not you wish to take part in this study.  Please note, your 
healthcare team will not be upset if you decide not to participate.   

For further information about the AiMS study and what it involves please refer to the enclosed 
study information booklet.  If you are interested in participating please sign and return the 
enclosed consent form and contact information sheet to the AiMS study team using the self-
addressed stamped envelope as soon as possible.  In the event that you do not return the 
consent form and contact information sheet, we will contact you by telephone to remind you 
about the study.  If we cannot reach you by telephone, a reminder letter will be sent to you.  If 
you do not wish to take part in the study no further contact will be made regarding this study.  If 
you require further information please contact the AiMS study team using the contact details 
provided on the last page of the AiMS study booklet.   
 

Yours Sincerely, 

________________________ 
Ms Jackie Quinn, Nurse  

 
Participant Letter|Version 1.4| 23/10/2015 

 
Centre for Public Health, Queen's University Belfast 
Institute of Clinical Sciences Block B 
Grosvenor Road, Belfast 
BT12 6BJ 
Tel: 028 90 635363 
E-mail: bmurphy22@qub.ac.uk 
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Letter to GP Informing Of Patients Participation in Study 

 

 

 

FORENAME SURNAME  
ADDRESS 1 
ADDRESS 2 
ADDRESS 3 
POSTCODE 
 

Date: ________________ 

Dear Dr                                           

We are writing to inform you that your patient                                                        has decided to 
participate in a study that is been carried out by researchers at the Centre for Public Health, 
Queen’s University Belfast.  This study, called the AiMS study aims to investigate the impact 
of a monoclonal gammopathy of undetermined significance (MGUS) diagnosis in Northern 
Ireland. 

Patients with MGUS attending haematology clinics in all Northern Irish Health & Social Care 
Trust are being invited to take part in this research.  Participants are being asked to 
complete a short questionnaire and participate in a group discussion about MGUS.   
Although there is no clinical benefit to your patient taking part in this study, we hope that 
they feel they can contribute to this research.  From this study, the AiMS study team are 
hoping to identify important areas which may improve service provision for MGUS patients 
in Northern Ireland.   

For further information about the AiMS study and what it involves please refer to the 
enclosed study information booklet.  If you would like further information about the study 
please contact the AiMS study team using the contact details provided on the last page of 
the AiMS study booklet. 

Yours Sincerely, 

 

________________________ 

Ms Jackie Quinn  
Myeloma Clinical Nurse Specialist 
 

 

 
Centre for Public Health, Queen's University Belfast 
Institute of Clinical Sciences Block B 
Grosvenor Road, Belfast 
BT12 6BJ 
Tel: 028 90 635363 
E-mail:bmurphy22@qub.ac.uk 
 

GP letter | Version 1.2| 23/10/2015 
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Interview consent form 

Please sign your initials in the following boxes if you agree with the statements and then sign your 
name at the bottom of the form.    

For example, if your name is Mr Joe Bloggs, and you agree with the statement sign JB in the box: 

1. I understand my participation in this interview is voluntary and I may withdraw from 
the research at anytime without giving any reason.   

2. If I do choose to withdraw from the study I understand that any information I have 
disclosed to the researchers will be retained. 

3. I understand that the signed consent forms, questionnaires and the transcribed 
interview scripts will be treated confidentially by the researchers and stored 
securely at QUB. I also understand that these materials will be studied by the QUB 
researchers working on this project and they may be viewed by the University 
research governance team to ensure this research is conducted properly.  

4. I understand that the interviewer has a duty to report to the relevant authorities 
any instances of poor practice or criminal activity that I might disclose.  

5. I understand that the researcher will contact my GP to inform them of my 
participation in this study.   

6. I understand that the research team are obliged to contact my GP if I display signs 
or symptoms that they deem to be of concern.  

7. I understand that the content of the interview will be used for research purposes 
and for helping to improve services for people diagnosed with MGUS.      

8. I understand that I will not be identified in any way and that anything that I say will 
be anonymised.    

9. I understand that I can contact the researchers at anytime if I have queries about 
participation or any matter relating to the research project.   

10. I am willing to take part in this study.                                      
11. I give permission for the interviews to be audio recorded and transcribed and 

understand there is a possibility of direct quotations being used in publications. 
12. I understand that any information I provide may be used in future studies and to 

develop a questionnaire specifically for MGUS patients that may be administered 
throughout Northern Ireland and internationally. 

13. I give permission for the AiMS study team to send me an excerpt of the interview 
transcript so that I can review the accuracy of the information obtained. 

14.  Upon completion of the study, I would like to be informed of the findings and 
agree for my contact details to be retained for this purpose. 

 

Participant signature…………………………....................................  
 Date...................... 

 

  

JB 

Version 2.3|23/10/2015 
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Contact Information Sheet 

Please use BLOCK capitals to fill in this sheet 

Name: _____________________________________________ 

 
Please tick your preferred method of contact:  

 Post 

 

 

 

 Telephone 

 

 

 

 E-mail 
 

 

Preferred day and time for telephone interview session: 

 Weekday (Monday – Friday) 

Morning (9.30 am –noon)             Afternoon (2-5 pm)              Evening time (After 6 pm) 

Other (please specify) ______________________ 
 

 Weekends (Saturday) 

        Morning (9.30 am –noon)             Afternoon (2-5 pm)              Evening time (After 6 pm) 

       Other (please specify) ______________________ 

Please note: An exact time will be organised for the telephone interview. 

Home Address: 

_______________________________________
_______________________________________
_____________________Post code: ____________ 

Home number:  ______________________________ 

Mobile number: ______________________________ 
 
Available for phone calls:  
        Morning (9.30 am –noon)        Afternoon (2-5 pm)       Evening time (After 6pm) 
Other (please specify) ______________________ 

E-mail address:  _________________________ 
  

Please turn over when complete 
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The AiMS study team ask that you provide your GP’s name and surgery address 
so that they can contact them to inform them of your participation in the AiMS 
study. 

 

My GP’s name is: 

 

 

GP Surgery Address: 

________________________________________________________________
________________________________________________________________
_________________________  

Post code: ______________________________ 

 

 

Thank you for completing this form.   

Please return to the AiMS study team with your signed consent form using 
the stamped addressed envelope provided. 

  

Contact Information Sheet|Version 1.3| 23/10/15 
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AiMS study distress protocol 
If a participant shows distress (becomes anxious or emotional) during or immediately after the focus 

group discussion, the AiMS study team will follow a protocol to ensure the safety of that individual 

and of the remaining participants.  A multi-step approach will be undertaken and include the 

following individuals: OS (research psychologist), CT (research psychologist), BM (Research 

Psychologist/PhD Student), CNS myeloma nurse (JQ and LG), referral to GP/haematologist and 

charity information care package (Myeloma UK) (Figure 1). 

Both focus groups will be facilitated by four members of the AiMS study team (CMcS, OS, BM and 

CT) in a safe open environment (QUB building or hotel conference room).  The CNS myeloma nurses 

will also be present in the building but will not sit in the focus group as this may make patients 

uncomfortable when discussing issues relating to their current healthcare provision and thereby bias 

findings.  Both OS and CT has a psychology background and will support CMcS in facilitating group 

discussion but will also be available to participants who become distressed.  Prior to the group 

commencing, participants will be informed that if they require they can leave the group at any time.  

Should the need arise, the group facilitator will invite the distressed individual to take a break or 

leave the group discussion.  A designated area (for example, a separate room from other 

participants) will be made available for participants to have some space and if required to have a 

private discussion with OS/CT/BM and JQ/LG regarding their anxieties.  The participant, if willing, will 

be supported to rejoin the group discussion.  In the instance whereby the participant does not feel 

they can continue with the focus group, the study team will provide them with the charity 

information care package and contact details for the AiMS study team.  Participants will be 

encouraged to contact their GP or a member of their haematology healthcare team should they 

have any further worries or concerns following their participation in the focus group session.  If the 

AiMS study team are concerned by the emotions expressed by the individual (i.e. suicidal thoughts), 

then a referral on behalf of that individual will be made to the patients GP/haematology healthcare 

team. 

Upon conclusion of the focus group, all participants will receive a care package (Myeloma UK) 

containing information relating to MGUS and which is currently provided at the Belfast Trust to 

newly diagnosed MGUS individuals.  Furthermore, participants will be provided with the AiMS study 

team contact details if they wish to discuss any issues raised further. 
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 Version 1.2 | 23/10/2015 
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Study Information Booklet 
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Appendix 13: Haematology Survey- Protcocol and Ethics 

letter 

Haematology Survey Protocol  

Version 1.0 | 19 September 2016  

  

Title: How do healthcare professionals describe MGUS to their patients?  
 Dr Charlene M. McShane, Cancer Research UK Postdoctoral Research Fellow 

Centre for Public Health, Queen’s University Belfast 
 
Dr Lesley Anderson, Lecturer 
Centre for Public Health, Queen’s University Belfast  

Summary  

Monoclonal gammopathy of undetermined significance (MGUS) is a premalignant disorder which 
precedes multiple myeloma (MM), an incurable B-cell malignancy.  Although only a small percentage 
of patients are likely to progress to MM, the risk of progression has been shown to remain beyond 25 
years of observation, and so lifelong follow-up is recommended.   
The study team are currently undertaking a programme of research on MGUS in Northern Ireland.  The 
AiMS study (Assessing the Impact of MGUS) is a qualitative study which looks to explore the 
psychosocial impact of receiving a MGUS diagnosis.  Based on preliminary analysis, patient knowledge 
of MGUS varies considerably with different descriptions/words often used by patients to describe their 
diagnosis.  The research team are also aware that clinicians may not tell all patients that they have 
MGUS instead favouring terminology deemed to be less distressing.  From a research perspective 
these observations make it difficult to develop specific study materials for MGUS patients.  Within the 
current study, we are therefore interested in exploring and quantifying the words and descriptions 
used by healthcare professionals to describe MGUS to their patients. 
To do this, healthcare professionals attending the Haematology Association of Ireland meeting in 

October 2016 will be invited to take part in a short survey developed by the study team.   The data will 

be analysed to quantify the most common terms used by healthcare professionals when discussing 

MGUS with their patients.  The data generated will be used to inform future patient study 

documentation developed by the study team.   

Research Question  

How do healthcare professionals across the island of Ireland describe MGUS to their patients?  

Research Aim 

To explore the words and descriptions used by doctors, nurses and allied healthcare professionals 
across the island of Ireland to describe MGUS to their patients.  
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Objectives  

To investigate the words and descriptions used by healthcare professionals to describe MGUS via a 
cross-sectional survey of healthcare professionals attending the annual Haematology Association of 
Ireland meeting. 

   Background  

The most prevalent of the plasma cell disorders, monoclonal gammopathy of undetermined  
significance (MGUS) has been shown in two independent studies to consistently precede multiple 
myeloma (MM)1,2.   MM, a B-cell malignancy remains largely incurable3.  The annual risk of progression 
is 1%, and this risk has been shown to remain elevated beyond 25 years of observation4,5.  In addition, 
MGUS has been associated with a higher risk of other medical conditions, namely 
osteoporosis/osteopenia, fractures (particularly vertebral compression fractures), peripheral 
neuropathy and deep vein thrombosis6–9.  Given the risk of malignant transformation and increased 
association with medical disorders it is recommended that MGUS patients are monitored indefinitely10.   

MGUS is asymptomatic and thus not associated with the characteristic symptoms or signs of the 
plasma B-cell malignancies thus making diagnosis difficult10.  As such, MGUS is markedly under 
diagnosed and is often incidentally detected upon routine blood testing.  Clinically MGUS is defined 
using the International Myeloma Working Group (2003) as ≤30g/l of serum monoclonal (M) protein in 
the absence of MM, ≤10% plasma cell infiltration in the bone marrow and absence of end organ 
damage (CRAB criteria – hypercalcaemia, renal insufficiency, anaemia and bone lesions)11.    

The study team are currently undertaking a programme of research on MGUS in Northern Ireland.  The 
AiMS study (assessing the impact of MGUS) is an ongoing qualitative study which looks to explore the 
psychosocial impact of receiving a MGUS diagnosis (ORECNI Ref: 13/NI/0073).  Based on preliminary 
analysis, knowledge of MGUS among patients varies considerably with patients often using different 
descriptions/words to describe their MGUS diagnosis.  We are also aware that healthcare professionals 
may choose to use terminology such as ‘abnormal protein’ instead of MGUS to avoid causing distress 
to the MGUS patients who tend to be elderly at diagnosis and have multiple comorbidities.  However, 
from a research perspective, these observations make it is difficult to develop specific study materials 
for MGUS patients.  Within the current study, we are therefore interested in exploring and quantifying 
the words and descriptions used by healthcare professionals to describe MGUS to their patients.  The 
data generated will be used to inform future MGUS patient study materials developed by the study 
team. 

Plan of Investigation  

This is cross sectional study of healthcare professionals attending the Haematology Association of 
Ireland meeting. 

Haematology Association of Ireland meeting 

The Haematology Association of Ireland is an annual haematology meeting which takes place on the 
island of Ireland each year.  This year the conference will take place during on the 14th and 15th 
October in the Radisson Blu Hotel in Athlone.  A wide range of specialities attend the meeting including 
doctors, nurses, allied healthcare professionals, scientists and undergraduate students.  Further details 
on the conference can be found at http://www.haematologyireland.ie.  

http://www.haematologyireland.ie/


P a g e  | 85 
 

 

Subject Selection  

Inclusion criteria  

• Doctors, nurses and allied healthcare professionals attending the Haematology 

Association of Ireland meeting  

Exclusion criteria  

• Haematology Association of Ireland attendees who are not healthcare 

professionals. This includes scientists, undergraduate students, conference 

sponsors and members of the admin/support team. 

The study information leaflet, questionnaire and poster will be included in the meeting packs.  Prior to 
the beginning/close of a scheduled oral presentation session, a member of the study team will be 
speak to the audience to inform them of the study purpose, and provide instructions regarding the 
completion and submission of the survey.  During this time, a slide displaying the study poster will be 
presented on the presentation screen.  During the conference this slide will be shown for 30 seconds at 
intermittent breaks throughout the presentation sessions and thereby act as a reminder.  Study 
posters will also be displayed on the walls and doors at the conference venue to increase awareness of 
the survey.  To encourage participation, respondents will be entered into a raffle for an iPad mini.   

 

Data Collection  

Upon reading the study information leaflet participants will be asked to complete the survey.  Each 
survey will be labelled with a unique number.  This unique number will also be stapled to the survey as 
a ticket, Figure 1.  Participants interested in being included in the draw for an iPad mini will be asked to 
retain this ticket and present it at the time of the iPad draw (which will take place on Saturday 15th 
October). 

  
 
 
 
 
 
 
 
 
 
 
Figure 1. Presentation of survey and raffle ticket 

SURVEY 

NUMBER 
 

Please retain if you wish 
to be entered into the 
draw for an iPad mini 
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Participants will be asked to put their completed surveys in the box labelled ‘MGUS study’.  Multiple 
boxes will be present to facilitate collection of the survey in the various conference rooms.  Upon 
request, a second questionnaire will be provided to individuals who have lost or mislaid their 
questionnaire. 
Prior to the iPad draw, a member of the study team will go through each of the collection boxes and 
write down the unique number attached to each returned survey.  The numbers will then be put into a 
hat and a number picked at random to decide the winner of the iPad mini.   
The returned surveys will be placed in a folder which will be kept secure and transferred back to the 
Centre for Public Health, Queen’s University Belfast for analysis. 
 
 

 Data Analysis  

The returned survey responses will be entered into Microsoft Excel to facilitate data analysis.  Data 
entry will be checked for accuracy by a second member of the study team. 
The data will be analysed to document the words and descriptions used by healthcare professionals to 
describe MGUS to their patients.  Tables will be constructed to display the characteristics and 
quantitative responses of the participants. Responses to the open-ended questions will be reviewed 
and analysed using content analysis12.  To describe the thematic content, a subset of responses will 
first be reviewed by two members of the study team who will devise a coding frame independent of 
each other12.  A meeting will then be held and the identified codes will be collated and agreed by 
discussion and consensus12.  The finalised coding frame will then be used to assign codes to all 
remaining responses12.  This process will be undertaken independently by the two members of the 
study team.  Once completed, the codes will be collated and reviewed for reliability.  The assigned 
codes will be entered into STATA and analysed as a quantitative variable.   
 

Ethical Considerations and Data Protection Issues  
Ethical approval from Queen’s University Belfast will be obtained.  

Participation will be voluntary and participants may withdraw at any given time. Participants will not 
be identifiable from the completed surveys.  All completed surveys will be stored on a Queens 
University Belfast password protected encrypted laptop within a secure alarmed building (Centre for 
Public Health, Queens University Belfast) and will be available for independent inspection.  Hardcopies 
of surveys will be stored within a secure filing cabinet in the Centre for Public Health, Queens 
University Belfast and will be available for independent inspection.  Information will be treated 
confidentially and presented anonymously in any published papers and presentations.    

Publication and dissemination of results  
The results of the current study will primarily be used to inform future research documents developed 
by the study team for MGUS patients on the island of Ireland.  The findings will also be presented in a 
medical/scientific journal, at local and international conferences and as an internal report.  Information 
including the use of direct quotes will be treated confidentially and presented anonymously in any 
published papers and/or presentations.   
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Study Limitations   

 
Restricting the survey to attendees of the Haematology Association of Ireland meeting may limit the 
generalisability of the findings.  However, the Haematology Association of Ireland is the largest 
haematology meeting on the island of Ireland and is attended by a wide spectrum of healthcare 
professionals with different roles and experience.  Responses may be affected by the conference 
environment however, brief reminders will be given throughout the two day conference and posters 
will be included with the meeting packs and placed on walls throughout the conference venue to 
increase awareness.  A study banner and multiple boxes labelled ‘MGUS study’ will be placed in 
strategic locations within the conference venue to facilitate survey collection. 
 
From the surveys it will not be possible to decipher whether the descriptions and words reported are 
based on the HCPs own experiences with MGUS patients or based on their interpretation of existing 
literature.  However, a wide spectrum of HCPs from across the island of Ireland will be surveyed which 
should give insight into the words/descriptions used by HCPs when diagnosing/reviewing MGUS 
patients. 
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Appendix 14: Haematology Survey- Survey 

 

 

  Haematology Survey 

We would appreciate if you could take 5 minutes to complete this questionnaire.  Please   circle   the 
most appropriate answer. 
 

1. What is your current job position? 
 

Consultant     Registrar   Foundation doctor 
 

Nurse    Specialist Nurse              Allied healthcare professional
   

2. Do you work in Northern Ireland or the Rep. of Ireland? 
 

Northern Ireland   Rep. of Ireland  Both    Prefer not to say 
 
 

3. How frequently do you diagnose/review/see MGUS patients? 
 

Daily   Weekly  Monthly Never  Prefer not to say 
 
 

4. How many MGUS patients do you estimate are on your clinic lists? 
 

0-50   51-100   101-200  201+  Prefer 
not to say 
 
 

5. How do you describe MGUS to your patients i.e. when an individual is first 
diagnosed what words do you use to tell them about their diagnosis? 

______________________________________________
____________________________________________ 
 
 

6. Do you tell patients that they have ‘MGUS’ or ‘monoclonal gammopathy of 
undetermined/uncertain significance’? 
 

Yes , all patients   Yes, some patients   No 
 
If you answered ‘Yes, some patients’ or ‘No’ please explain below. 

______________________________________________
____________________________________________ 
 
 

7. Do you tell MGUS patients about the associated risk of progressing to a 
haematological malignancy? 
 

Yes, all my MGUS patients Yes, some patients   No 
 



P a g e  | 90 
 

 

Please explain further. 

______________________________________________
____________________________________________ 
 
 

 
8. At diagnosis do you provide MGUS patients with an information leaflet? 
 

Yes, all the time   Only if the patient asks   Never 
 
9. Do you recommend follow-up of MGUS patients? 

� Yes, all MGUS patients should be followed up frequently 
� Yes, but only MGUS patients deemed at intermediate/high risk of progressing to 

cancer 
� Yes, but followed-up in primary care 
� No 

 
Please explain further. 

______________________________________________
____________________________________________ 
 
 
If you have any additional comments regarding MGUS that you think may be of interest to the study 
team please include them here: 
 

______________________________________________
______________________________________________
___________________________________________ 
 

Study team contact details 
 

 
 

 

 

  

Dr Lesley Anderson 
(Lecturer) 

Centre for Public Health 
Queen’s University Belfast 

Belfast, BT12 6BJ  
 028 90978933 

 l.anderson@qub.ac.uk 
  

Dr Charlene McShane  
(Postdoctoral Research Fellow) 

Centre for Public Health 
Queen’s University Belfast 

Belfast, BT12 6BJ 
 028 90632557 

 c.mcshane@qub.ac.uk 
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Appendix 15: GP Survey- Protcocol and Ethics letter 

GP study Protocol  

Version 3.0 | 29 June 2017  

 

Title: Investigating General Practitioners knowledge and awareness of monoclonal gammopathy of 
undetermined significance (MGUS).  
  

Dr Charlene M. McShane, Cancer Research UK Postdoctoral Research Fellow 
Centre for Public Health, Queen’s University Belfast 
 
Dr Lesley Anderson, Lecturer 
Centre for Public Health, Queen’s University Belfast 
 
Mr Blain Murphy, PhD Student 
Centre for Public Health, Queen’s University Belfast  

Summary  

Monoclonal gammopathy of undetermined significance (MGUS) is a premalignant disorder which 
precedes multiple myeloma (MM), an incurable B-cell malignancy.  Although only a small percentage 
of patients are likely to progress to MM, the risk of progression has been shown to remain beyond 25 
years of observation, and so lifelong follow-up is recommended.   
The study team are currently undertaking a programme of research on MGUS in Northern Ireland.  The 
AiMS study (Assessing the Impact of MGUS) is a qualitative study which looks to explore the 
psychosocial impact of receiving a MGUS diagnosis.  Within this study, patients reported low 
awareness of MGUS among healthcare professionals other than their haematology team.  In response 
to these observations, the research team recently carried out a survey of doctors and nurses attending 
the Haematology Association of Ireland meeting in October 2016 in which respondents also reported a 
lack of awareness of MGUS outside haematology and in particular among General Practitioners (GPs).  
This observation is particularly important, as follow-up of low/low-intermediate risk MGUS patients is 
likely to move towards primary care/community in order to deal with the increasing number of MGUS 
patients detected within the aging population. 
Within the current study, we intend to investigate GP/GP trainee awareness and knowledge of MGUS 
by carrying out a cross-sectional online survey of GPs/GP trainees attending an upcoming European 
GP/Family Doctor conference (WONCA Europe).  The data generated will be used to assist decision 
makers making service plans for MGUS patients.  
  

Research Question  

How aware are general practitioners (GP)/GP trainees of monoclonal gammopathy of undetermined 
significance (MGUS)? 
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Research Aim 

To assess GP/GP trainee knowledge and awareness of MGUS and the perceived level of support 
needed to manage MGUS patients. 

Objectives  

• To investigate GP/GP trainee knowledge and awareness of MGUS via a cross-

sectional online survey of GPs/GP trainees attending the WONCA Europe 

conference. 

• To investigate the support needs of GPs/GP trainees in managing MGUS 

patients via a cross-sectional online survey of GPs/GP trainees attending the 

WONCA Europe conference 

Background  
The most prevalent of the plasma cell disorders, monoclonal gammopathy of undetermined  
significance (MGUS) has been shown in two independent studies to consistently precede multiple 
myeloma (MM)1,2.   MM, a B-cell malignancy remains largely incurable3.  The annual risk of progression 
is 1%, and this risk has been shown to remain elevated beyond 25 years of observation4,5.  In addition, 
MGUS has been associated with a higher risk of other medical conditions, namely 
osteoporosis/osteopenia, fractures (particularly vertebral compression fractures), peripheral 
neuropathy and deep vein thrombosis6–9.  Given the risk of malignant transformation and co-morbid 
conditions it is recommended that MGUS patients are monitored indefinitely10.   
MGUS is asymptomatic and thus not associated with the characteristic symptoms or signs of the 
plasma B-cell malignancies thus making diagnosis difficult10.  As such, MGUS is markedly under 
diagnosed and is often incidentally detected upon routine blood testing.  Clinically MGUS is defined 
using the International Myeloma Working Group (2003) as ≤30g/l of serum monoclonal (M) protein in 
the absence of MM, ≤10% plasma cell infiltration in the bone marrow and absence of end organ 
damage (CRAB criteria – hypercalcaemia, renal insufficiency, anaemia and bone lesions)11.    
The study team are currently undertaking a programme of research on MGUS in Northern Ireland.  The 
AiMS study (assessing the impact of MGUS) is an ongoing qualitative study which looks to explore the 
psychosocial impact of receiving a MGUS diagnosis (ORECNI Ref: 13/NI/0073).  To date, many patients 
have highlighted low awareness and knowledge of MGUS among healthcare professionals outside 
haematology and in particular among their GPs.  In response to these findings, the study team have 
also recently carried out a short survey of haematology doctors and nurses attending the Haematology 
Association of Ireland meeting.  Similar findings to the patient study were reported, with respondents 
highlighting confusion among patients and GPs alike.  Of note, many haematology healthcare 
professionals reported a combined approach to follow-up involving primary and secondary care is now 
needed to deal with the increasing number of low/low-intermediate risk MGUS patients being 
diagnosed.  However, respondents also acknowledged that GPs should be supported in this role and 
provided with guidelines to avoid over-diagnosing and over-referring patients to haematology. Within 
the current study, we are interested in exploring GP knowledge and awareness of MGUS and their 
perceived levels of support required to manage MGUS patients.  The data generated will be used to aid 
decision makers making guidelines on future MGUS service provision. 
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Plan of Investigation  

This study will involve a cross-sectional online study of GPs/GP trainees.  Participants will primarily be 
recruited at the upcoming WONCA Europe conference meeting with additional individuals captured 
through advertising the survey on social media. 

The 22nd WONCA Europe Conference 
WONCA is an acronym for the World Organisation of Family Doctors (full title: World Organisation of 
National Colleges, Academics and Academic Associations of General Practitioners/Family Physicians).  
Founded in 1972 as a not-for-profit organisation, WONCA now boasts membership of 118 
organisations from 131 countries and territories which represent 90% of the world’s population 
(~500,000 family doctors).  Europe comprises one of the seven regions represented within WONCA. 
The WONCA Europe Conference is an annual Europe-wide GP/family doctor conference which is 
currently in its 22nd year.  This year, the conference will take place in Prague, Czech Republic from the 
28th June- 1st July.  Last year 3,000 GP/family doctors attended the 21st Conference in Copenhagen, 
Denmark and the number of attendees is likely to be similar this year.  To date, abstracts have been 
submitted from 62 countries.  A wide range of healthcare professionals at various stages of medical 
training are expected to attend.  Further details on the conference can be found at 
http://www.woncaeurope2017.eu/.  

Subject Selection  

 

Inclusion criteria  

• GPs/GPs trainees attending the WONCA Europe conference and/or who access 

the survey link via social media 

Exclusion criteria  

• Meeting attendees who are not GPs/GP trainees. This includes scientists, 

undergraduate students, conference sponsors and members of the 

admin/support team. 

Data Collection  

Survey 
The survey will be completed online using the SurveyMonkey platform.  The first page of the survey 
will display the study information leaflet and contain a formal invitation for the GP/GP trainee to 
participate in the study.  The respondent will be provided with the survey upon clicking ‘Next’. 
The survey (Appendix 1) consists of 35 questions developed by the study team to capture information 
relating to awareness and knowledge of MGUS and potential support needs of GPs/GPs in training.  
The first seven questions have been designed to capture respondent demographics such as country of 
origin, gender, number of years as a GP and size of GP practice.  The remaining questions relate 
specifically to MGUS and have been informed by the study team’s previous studies with MGUS 
patients and haematology healthcare professionals. No validated questionnaires are available for this 
condition. 
Multiple choice questions and skip logic will be used to reduce the time taken to complete the survey. 
All respondents will be required to answer the multiple choice/tick box questions that the study team 
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have selected as required but may leave open-ended questions blank.  It is anticipated that the survey 
will take no longer than 10 minutes to complete.  All responses to the survey will be anonymous. 

Study Promotion/Advertisement 
To encourage participation, respondents will be entered into a raffle for a Samsung Galaxy® tablet, see 
below.  The WONCA Europe Organising Committee have agreed that the study team can display study 
posters (Appendix 2) throughout the conference venue and include a leaflet version of the study 
poster within the conference delegate bags to increase awareness of the study.  During the 
conference, a slide containing the study poster will also be displayed during coffee breaks and thereby 
act as a reminder.  Information on the study and survey link will also be displayed on the WONCA 
(Europe/Global) website and related social media sites.  The study team will make use of social media 
to promote the study during the conference and month of July 2017 by using a study specific twitter 
account to tweet messages such as those shown below at relevant bodies/organisations.  Relevant 
hashtags including the conference twitter hashtag will also be included and tweets sent to high profile 
members of the WONCA organisation.  Tweetdeck will be used to schedule the tweets during this 
period.  The study poster will also be linked to each tweet.   
 
Examples of twitter messages to be used: 

• “GP/Trainee? We want to hear your views on a blood disorder. You could win a 
Samsung Galaxy® tablet! [insert survey link; hashtags etc.]” 

•  “GP/GP Trainee? Do you have 10 mins to answer a survey on a blood disorder? 
You could win a Samsung Galaxy® tablet! [insert survey link; hashtags etc.]” 

 
Samsung Galaxy® tablet raffle 
Participants wishing to be included in the draw for the Samsung Galaxy® tablet will be required to 

provide their name, address and e-mail address at the end of the survey.  To ensure that anonymity is 

maintained, participants will be required to click on a link labelled ‘Draw for Samsung Galaxy® tablet’ 

upon finishing the MGUS survey.  This link will act as a hyperlink to a separate survey page not linked 

to the MGUS survey i.e. it will not be possible for the study team to match respondent names to their 

survey answers.  The study team will ensure that IP (Internet Protocol address) tracking is switched off 

in the collector settings of SurveyMonkey (i.e. the study team will not receive the IP addresses of those 

who complete the survey).  Once the survey has been closed, a number will be assigned to each 

respondent name and an online random number generator tool (e.g. www.randomresult.com) used to 

pick the winner.  A member of the study team will send the winner an e-mail confirming that they have 

won and ask them to confirm the address information they provided at the time of survey completion.  

If confirmation is not received within two weeks of the email date, then the draw process will be 

repeated.  Upon confirmation of postal delivery, information relating to respondent names and 

addresses will be deleted from SurveyMonkey, study team computers and e-mail account. 

Sample size 
Registration figures are not yet available for the WONCA Europe 2017 conference, however, based on 
attendance figures for the 21st WONCA Europe 2016 conference we anticipate a similar number of 
attendees (n=3,000) to attend in 2017.  Bearing in mind that not all conference delegates will be meet 
the inclusion criteria (i.e. GP/GP in training) we conservatively estimate 2,500 will be eligible to 

http://www.randomresult.com/
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participate in the study.  If 250 (i.e. 10% of conference delegates) respond to the online survey, we 
would expect 95% confidence intervals ranging from 6.3%- 13.7% for a question with a 10% response 
rate, while a 50% response rate (to a question) would yield 95% confidence intervals ranging from 44-
56%.    

Data Analysis  

The returned survey responses will be transferred directly from SurveyMonkey into Microsoft Excel to 
facilitate data analysis.  
The data will be analysed to investigate GP awareness and knowledge of MGUS and the support 
services needed to manage this group of patients.  Tables will be constructed to display the 
characteristics and quantitative responses of the participants.  Descriptive statistics will be used to 
compare participant responses based on variables of interest such as country, gender, number of years 
as a GP, number of MGUS patients etc.  Responses to the open-ended questions will be reviewed and 
analysed using interpretative qualitative methods and/or content analysis12.  In content analysis, a 
subset of responses will first be reviewed by two members of the study team who will devise a coding 
frame independent of each other12.  A meeting will then be held and the identified codes will be 
collated and agreed by discussion and consensus12.  The finalised coding frame will then be used to 
assign codes to all remaining responses12.  This process will be undertaken independently by the two 
members of the study team.  Once completed, the codes will be collated and reviewed for reliability.   
 
Ethical Considerations and Data Protection Issues  
Ethical approval from Queen’s University Belfast will be obtained.  

Participation will be voluntary and participants may withdraw at any given time. Participants will not 
be identifiable from the completed surveys.  Survey responses will be stored on a Queens University 
Belfast password protected encrypted laptop within a secure alarmed building (Centre for Public 
Health, Queens University Belfast) and will be available for independent inspection.  Information will 
be treated confidentially and presented anonymously in any published papers and presentations.    
 

Publication and dissemination of results  
The results of the current study will primarily be used to inform future service provision for MGUS 
patients.  The findings will also be presented in a medical/scientific journal, at local and international 
conferences and as an internal report.  Information including the use of direct quotes will be treated 
confidentially and presented anonymously in any published papers and/or presentations.   
 

Project management 
CMcS will oversee the running of the project and liaise with Prof. Seifert and other relevant members 
of the WONCA Europe Organising Committee to ensure that the study runs in accordance with the 
agreements set in place.  The study team will nominate a representative to be responsible for onsite 
project management in Prague, Czech Republic.  CMcS and BM will be involved in data management 
and analysis.  Interpretation of the data will be undertaken by CMcS, LAA and BM.  LAA will oversee all 
aspects of the project and supervise CMcS and BM in their daily activities. 

Funding 
This study will be funded using internal funds available to Dr Lesley Anderson, Centre for Public Health. 

Study Limitations  
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Restricting the survey primarily to attendees of the WONCA Europe conference may limit the 
generalisability of the findings.  However, the WONCA Europe conference includes a large number of 
participants with different levels of experience from across the world (abstract submissions have been 
received from 62 countries this year).  Furthermore, using social media to advertise the study increases 
the potential to have global participation.  Restricting the survey to one language (English) may 
prevent some participants from participating however English is the main language of the conference 
(all presentations/posters will be presented in English) and so this is unlikely to be a major limitation.  
Responses may be affected by the conference environment however, brief reminders in the form of 
posters, social media links and presentation slides will be given throughout the four day conference to 
increase awareness.  
From the surveys, it will not be possible to decipher whether the responses, descriptions and words 
reported by the respondents are based on their own experiences with MGUS patients or based on 
their interpretation of existing literature.  However, a wide spectrum of GPs/GP trainees from across 
Europe/the world will be surveyed which should give insight into the current awareness and 
knowledge of MGUS among GPs/GP trainees. 
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Appendix 16: GP-Survey 

 

General Practitioner (GP)? Family Doctor? GP/Family Doctor trainee? 

 
Researchers at Queen’s University Belfast are interested inexploring GP/GP trainee 
awareness and knowledge of a blood disorder called monoclonal gammopathy of 
undetermined significance (MGUS). Never heard of MGUS? – We still want to hear from 
you! 

 
To participate, all you need to do is answer ashort survey based on your own experiences 
as a GP/GP in training. The findings will be published in a peer-reviewed medical/scientific 
journal and used to inform future service provisions for MGUS patients. 

 
All survey responses are anonymous and it will not be possible to identify you from any 
of the information provided in the survey. If you wish to be included for the draw for the 
iPad mini, you will be asked to provide your name and postal address in a separate link- 
please note, that this information is kept separate to the survey response and we will not be 
able to match your name to your survey responses. 

 
The data collected will be stored electronically on a password protected encrypted laptop at 
Queen’s University Belfast, UK. For further information about the study, please contact: 

 
Dr Charlene McShane 
(c.mcshane@qub.ac.uk) OR 
Dr Lesley Anderson 
(l.anderson@qub.ac.uk) Telephone: 0044 
(0)28 90632557 

 
To begin the survey click on the link below. If you wish to be entered into the draw for the 

Samsung Galaxy tablet please follow the instructions at the end of the survey which will direct 

you to a separate page.. 
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 Version 3.0 (01/06/2017) 
 

1. Are you a registered GP/Family doctor or GP/Family Doctor in training? 
 

Yes, registered GP/Family Doctor 

Yes, registered trainee 

Yes, but retired/semi-retired 

No 

Prefer not to say 
 

2. Which country do you practice medicine in? 
 
 
 
 

3. What is your gender? 
 

Male 

Female 

Other 

Prefer not to say 
 

4. Which country did you receive your medical degree/training from? 
 
 
 
 

5. How many years have you been working as a General Practitioner since completing your medical 
degree? 

0-5 years 
 

6-10 years 
 

11-20 years 
 

More than 20 years 

Prefer not to say 

 
6. Which of the following best describes your GP practice? 

 
Rural 

Metropolitan 
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7. How many patients are within your GP practice? 
 

   0-500 patients 

   501-1000 patients 

   1001-2000 patients 

   2000+ patients 

   Don't know/Prefer not to say 

 

8. Please estimate the number of MGUS patients that are/have been within your GP practice? 
 

   0 (none) 

   1-10 patients 

   11-50 patients 

   51-100 patients 

   101+ patients 

   Don't know/Prefer not to say 

 

9. On a scale of 1-5, how familiar are you with the term MGUS (monoclonal gammopathy of 
undetermined significance)? 

 
1 = not very familiar/never heard of it 
5 = very familiar 

1 2 3 4 5 
 
 
 
 

10. Which of the following descriptions best describe MGUS? 
 

   Malignant plasma cell disorder characterised by the presence of monoclonal protein in the serum/urine 

   The presence of multiple protein abnormalities which may be genetic in nature 

   Pre-malignant plasma cell disorder characterised by the abnormal production of monoclonal protein 

   Condition formed by poorly developed or dysfunctional blood cells which can lead to blood cytopenia 

   Don't know 

 
11. Individuals in which age group are most likely to be diagnosed with MGUS? 

 
   Individuals aged <30 years old 

   Individuals aged 30 -50 years old 

   Individuals aged ≥50 years old 

   All of the above 

Don't know 
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12. Do you think MGUS is a common blood condition within the general population? 
 

   No, very rare (e.g. 1 in 100,000 people) 

   No, rare (e.g. <80 in 100,000 people) 

   Yes, common (e.g. 3000 in 100,000 people) 

   Yes, very common (e.g. 10,000 in 100,000 people) 

   Don't know 

 
13. Which one of the following profiles is most consistent with a diagnosis of MGUS? 

 
   Serum monoclonal protein <30g/l, clonal bone marrow plasma cells <10%, and no evidence of end-organ damage 
   Serum monoclonal protein ≥30g/l, clonal bone marrow plasma cells <10%, and no evidence of end-organ damage 

 
   Serum monoclonal protein ≥30g/l, clonal bone marrow plasma cells <10%, and evidence of end-organ damage 

 
   Serum monoclonal protein <30g/l, clonal bone marrow plasma cells <10%, and evidence of end-organ damage 

 
   Don't know 

 

14. Once diagnosed with MGUS, patients should be... [Tick all that apply] 
 

   Reviewed frequently (annually/biennially for life) 

   Prescribed treatment to reduce symptoms and reduce risk of progression 

   Placed on "watch and wait" (i.e. active surveillance with no treatment 

prescribed)   

   Reviewed for the first 2 years and if no changes, no further follow-up is 

required 

    Don't know 

 
15. Do you think patients with an elevated paraprotein (monoclonal (M) protein) irrespective of the 
isotype/size, should be referred to haematology for further investigations? 

   Yes, all patients 

   Yes, some 

patients    No 

 
16. Please provide additional information about your choice. 
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17. Is the following statement true or false? 
 

MGUS patients have an increased risk of developing cancer. 
 

   True 

 False 

   Don't Know 

 

18. Which cancers do you think MGUS patients have an increased risk of progressing to? Tick all that 
apply. 

Multiple myeloma 

Polycythaemia vera 

Kaposi sarcoma 

Lymphoma 

Lymphoplasmacytic lymphoma/Waldenström’s macroglobulinemia 

Pseudomyxoma peritonei 

Leukaemia 
 

Myelodysplastic syndromes 
 
 

19. Are you aware of any sign/symptoms that may be indicate progression in MGUS patients? 
 

   Yes 

 No 

   Don't know 

 

20. Please list any signs/symptoms you are aware of. 

 
21. Based on your current knowledge, would you feel confident discussing MGUS with a newly 
diagnosed patient? 

   Yes 

 No 

 
22. Please give additional information about your choice. 
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23. Are you aware of the existence of MGUS patient information leaflets? 
 

   Yes 

 No 

 
24. If yes, which patient information leaflets do you use? 

 
25. In general, do you provide patient information leaflets to all patients who ask for information on their 
diagnosis? 

   Yes 

   Yes, some patients 

   No 

 

26. Please explain your choice if you answered 'Yes, some patients' or 'No'. 

 
27. In your view, which healthcare providers would be most effective at diagnosing and following-up 

MGUS patients? 

   General Practitioners 

   Haematologists 

   Nurses with experience in blood disorders 

   Community nurses 

   All of the above 

   Don't know 

28. In some healthcare systems, nurse led MGUS telephone clinics have been set up. Patients of these 
clinics go to their GPs to get their bloods done and the results are then reviewed by haematology and 
directly discussed with the patient via telephone. 

 
If one of your patients was diagnosed with MGUS, would you support this procedure within your 
practice? 

   Yes 

   Yes, some patients    No 

Please explain your choice. 
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29. Would you be willing to follow-up low/intermediate* risk MGUS patients solely within your GP 
practice? 

 
*Here low/low-intermediate risk patients are defined as patients with a 2-10% absolute risk of 
progressing within 20 years accounting for death as a competing risk factor (figures based on the 
Mayo Clinic MGUS risk stratification tool; Rajkumar et al. Blood. 2005; 106;812–817) 

   Yes 

   Yes, some patients 

   No 

 
30. Please explain your choice. 

 
31. Which of the following options could usefully assist you in detection/follow-up of MGUS patients in 
your practice? (Tick all that apply) 

 
Alert by the clinical software system used within your practice 

 
Laboratory report on a blood profile alerting to possible MGUS/blood malignancy 

Direct telephone call from the laboratory/haematology team 

Information leaflet from haematology team at time of patient diagnosis 

Access to a website or app 

All of the above 

Don't know 

Other 

 

32. If you answered 'Other' to the previous question, please provide additional information for your 
choice. 

 
33. Services/Support for General Practitioners/Family care doctors. 

 
What services/information should be provided to GPs to help them manage MGUS patients? 
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34. If you have any additional comments regarding MGUS that you think may be of interest to 
the study team please include them here: 

 
 
 
Thank-you for completing the survey. If you wish to be entered into the draw 
for 

the Samsung Galaxy tablet, please click on the link below otherwise select 

'Finish'. 

 

Draw for 
Samsung 

Galaxy 
tablet 
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Appendix 17: PIP-COREQ Checklist 

Consolidated criteria for reporting qualitative studies (COREQ): 32-
item checklist 
Developed from: 
Tong A, Sainsbury P, Craig J. Consolidated criteria for reporting qualitative research (COREQ): a 32-
item checklist for interviews and focus groups. International Journal for Quality in Health Care. 2007. 
Volume 19, Number 6: pp. 349 – 357 
YOU MUST PROVIDE A RESPONSE FOR ALL ITEMS. ENTER N/A IF NOT APPLICABLE 
No.  Item  
 

Guide questions/description Reported on 
Page # 

Domain 1: Research team 
and reflexivity  

  

Personal Characteristics    
1. Inter viewer/facilitator Which author/s conducted the inter view or 

focus group?  
3.2.4 

2. Credentials What were the researcher’s credentials? 
E.g. PhD, MD  

3.2.4 

3. Occupation What was their occupation at the time of 
the study?  

3.2.4 

4. Gender Was the researcher male or female?  3.2.4. 
5. Experience and training What experience or training did the 

researcher have?  
3.2.4 

Relationship with 
participants  

  

6. Relationship established Was a relationship established prior to 
study commencement?  

N/A 

7. Participant knowledge of 
the interviewer  

What did the participants know about the 
researcher? e.g. personal goals, reasons 
for doing the research  

N/A 

8. Interviewer 
characteristics 

What characteristics were reported about 
the inter viewer/facilitator? e.g. Bias, 
assumptions, reasons and interests in the 
research topic  

Chapter 3, 3. 

Domain 2: study design    
Theoretical framework    
9. Methodological 
orientation and Theory  

What methodological orientation was 
stated to underpin the study? e.g. 
grounded theory, discourse analysis, 
ethnography, phenomenology, content 
analysis  

3.2.5 

Participant selection    
10. Sampling How were participants selected? e.g. 

purposive, convenience, consecutive, 
snowball  

5.2.3 

11. Method of approach How were participants approached? e.g. 
face-to-face, telephone, mail, email  

5.2.3 
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12. Sample size How many participants were in the study?  5.3.1 
13. Non-participation How many people refused to participate or 

dropped out? Reasons?  
5.3.1, Figure 5.2 

Setting   
14. Setting of data 
collection 

Where was the data collected? e.g. home, 
clinic, workplace  

5.2.3 

15. Presence of non-
participants 

Was anyone else present besides the 
participants and researchers?  

N/A 

16. Description of sample What are the important characteristics of 
the sample? e.g. demographic data, date  

5.3.1 

Data collection    
17. Interview guide Were questions, prompts, guides provided 

by the authors? Was it pilot tested?  
Appendix 20 

18. Repeat interviews Were repeat inter views carried out? If yes, 
how many?  

N/A 

19. Audio/visual recording Did the research use audio or visual 
recording to collect the data?  

N/A 

20. Field notes Were field notes made during and/or after 
the inter view or focus group? 

N/A 

21. Duration What was the duration of the inter views or 
focus group?  

N/A 

22. Data saturation Was data saturation discussed?  N/A 
23. Transcripts returned Were transcripts returned to participants 

for comment and/or correction?  
N/A 

Domain 3: analysis and 
findings  

  

Data analysis    
24. Number of data coders How many data coders coded the data?  5.2.4.2 
25. Description of the 
coding tree 

Did authors provide a description of the 
coding tree?  

Methods: Coding 
trees 

26. Derivation of themes Were themes identified in advance or 
derived from the data?  

5.2.4.2 

27. Software What software, if applicable, was used to 
manage the data?  

Excel, 5.2.4.2 

28. Participant checking Did participants provide feedback on the 
findings?  

N/A 

Reporting    
29. Quotations presented Were participant quotations presented to 

illustrate the themes/findings? Was each 
quotation identified? e.g. participant 
number  

5.4 

30. Data and findings 
consistent 

Was there consistency between the data 
presented and the findings?  

5.5 

31. Clarity of major themes Were major themes clearly presented in 
the findings?  

5.4 

32. Clarity of minor themes Is there a description of diverse cases or 
discussion of minor themes?       

5.4 
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Appendix 18: PIP Survey- Protcocol and Ethics letter 

 

  

 

 

PIP PROTOCOL  

PIP Protocol V1.2.1      01/03/2018 

Title: Exploring the psychosocial impact of premalignant conditions (PIP)  

Study Team 

Principal Investigator  

Dr. Lesley A. Anderson1, Lecturer (LAA) 

Co-Investigators 

Dr. Charlene M. McShane1, Postdoctoral fellow (CMcS) 

Dr. Olinda Santin2, Lecturer (OS) 

Prof. Michael Donnelly1, Professor (MD) 

Mr. Blain Murphy1, PhD student (BM) 

Dr. Martin McMullan, Patient Representative (MMcM) 

Prof Brian Johnson3, Clinical Representative. (BJ) 

1 Cancer, Epidemiology Health Services Research Group, Centre for Public Health, 

Queen’s University Belfast, Northern Ireland  

2 School of Nursing and Midwifery, Queen’s University Belfast, Northern Ireland  

3 Belfast Health and Social Care Trust, Northern Ireland 
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Contact details 

Principal Investigator 

Dr. Lesley A. Anderson 

Institute of Clinical Sciences, Block B 

Queens University Belfast 

Royal Victoria Hospital 

Belfast 

BT12 6BA 

United Kingdom 

Phone: +44 (0)28 9097 8933  

Email: l.anderson@qub.ac.uk 

 

PhD Student 

Blain Murphy 

Institute of Clinical Sciences, Block B 

Queens University Belfast 

Royal Victoria Hospital 

Belfast 

BT12 6BA 

United Kingdom 

Phone: +44 (0)28 9097 8934 

Email: bmurphy22@qub.ac.uk  
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1.0 Summary   

Premalignant conditions are a group of conditions that commonly precede cancer. Progression rates vary across 
conditions, but having a premalignant condition may have a detrimental effect on the psychosocial health and 
wellbeing of individuals and negatively impact their quality of life (QoL). Research has indicated that some 
premalignant conditions such as actinic keratosis may be more likely to impact patients, due to the associated 
symptoms, such as skin rashes. While, several studies have investigated the impact of living with a premalignancy 
on QoL, no single study has compared the impact on QoL across multiple premalignant conditions using 
consistent instruments/tools.  

To investigate the impact of living with a premalignant diagnosis, we plan to undertake a cross-sectional online 
survey of patients diagnosed with any premalignant condition. A series of validated questionnaires used 
previously in populations with premalignant conditions and open ended questions will be used to assess QoL. 
Overall QoL will be analysed by each condition and comparisons made between premalignant conditions to 
determine if some premalignant conditions impact QoL more than other premalignant conditions.   

Understanding the impact of a premalignant condition, both at the point of diagnosis and beyond, may assist in 
the development of intervention strategies to aid assessment and follow-up of patients considering potential 
psychosocial implications.  

 

2.0 Background 

A premalignant condition is a disorder that can progress to cancer.  Within the literature, a premalignant 
condition is defined as: “Being associated with an increased risk of cancer, the cancer develops from 
cells within the precancer, the precancer is different from the normal tissue, the precancer is different 
to the cancer insofar it has some but not all of the molecular and phenotypical properties of the cancer 
and the precancer can be diagnosed” (1). These conditions take various forms in the body, from excess M-
protein in the blood [monoclonal gammopathy of undetermined significance (MGUS)], skin rashes [actinic 
keratosis] or micro changes in the lining of the cervix [cervical intraepithelial neoplasia (CIN)]. Prevalence rates 
of premalignant conditions range from rare conditions like monoclonal B cell lymphocytosis (32.9 per 
100,000 people) (2) to more common conditions such as colorectal polyps which effect over 30% of 
males over 50 years old (3). Progression to malignancy also varies, with some conditions such as 
Barrett’s oesophagus and oral lichen planus, which have annual progression rates of 0.5% (4) and 0.65% 
(5) respectively compared to others such as smouldering multiple myeloma (SMM) being associated with 
a 10% annual progression rate for the first 5 years post diagnosis (6). The physiological differences between 
premalignant conditions can be profound. Some conditions, such as MGUS (7) are asymptomatic and treated with 
“watch and wait”, while other conditions such as Barrett’s Oesophagus have associated symptoms (acid reflux) 
and involve invasive procedures (Radiofrequency Ablation(8)) for follow-up procedures. Explanations of the 
various premalignant conditions to be investigated in this study can be found in Table 1. These conditions (Table 
1) are hereafter referred to as the premalignant conditions.   

A number of systematic reviews have reported an increased risk of psychological distress in patients 
living with a premalignant condition, such as Barrett’s oesophagus, oral precancers and CIN (Table 1) (9–
11). They found that premalignant patients often overestimate their risk of progression, especially 
immediately post-diagnosis(9). The treatment for CIN had negative sexual effects on women, and 
colposcopies can be anxiety inducing (10). 

The research team recently conducted a mixed methods systematic review of the psychosocial/QoL literature in 
premalignant conditions (manuscript in preparation). In contrast to previous systematic reviews, we focused on 
comparing patients using validated questionnaires, such as the SF-36(12) and EQ 5D (13). While no significant 
differences were found in the meta-analysis of quantitative data, the qualitative meta-synthesis identified several 
major themes consistent across the premalignant conditions investigated. These themes included patient’s 
inconsistent and inaccurate beliefs on how their premalignant condition arose and the associated anxiety of being 
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diagnosed with a premalignant condition, which had the potential to develop into cancer. This was commonly 
associated with poor source information and lack of communication from clinical teams for many patients 
immediately post diagnosis. This is clearly depicted in Griffiths and Davis “model of uncertainty in Barrett’s 
oesophagus” (14) which describes how a multitude of factors, such as fearing cancer, having appropriate 
information and health literacy are key components of how patients view their health/premalignant condition. 
Qualitative studies have also shown that a lack of social support, poor information provision and negative 
psychological reactions, e.g. increased anxiety, as central themes of living with a premalignant condition (15,16). 
To our knowledge, no previous research study has compared premalignant conditions to each other using a 
consistent methodology across conditions.  

  

These issues, in particular, clarity of information and negative psychological reactions were consistently reported 
by patients within a pilot qualitative study on MGUS being conducted by the research team (IRAS number: 
126740).  Although recruitment is ongoing, a number of pertinent themes, such as the influence of information, 
interacting with health services, impact on patient’s lives and unmet needs (information and social support 
needs) have been identified as important factors for MGUS patients (17). The findings from our qualitative study 
suggest that MGUS patients may experience similar unmet needs to other premalignant conditions including 
ductal carcinoma in situ (DCIS) (15,18), CIN (19), Barrett’s oesophagus (14) and premalignant colorectal polyps 
(20).  

The study teams current research indicates how the incidental diagnosis of a premalignant condition is confusing 
for patients and creates a complex emotional reaction. While there is often relief and joy for patients who feared 
a cancer diagnosis, the precursor condition and possible future progression can induce anxiety in many patients. 
Both the pilot qualitative study on MGUS and the systematic review concur that clear explanation of the 
condition at diagnosis, especially how risk of progression is phrased, are key. Some papers identified by the 
systematic review identified that appropriate communication of risk of cancer was vital in minimising future 
anxiety (14,21,22). 

Understanding the impact of a premalignant condition, both at the point of diagnosis and beyond, may assist in 
the development of intervention strategies to aid assessment and follow-up of patients considering potential 
psychosocial implications.  

3.0 Study objectives  

3.1 Research Question  

• What is the psychosocial and QoL impact of being diagnosed with a premalignant 

condition? 

• Do patients diagnosed with asymptomatic premalignant conditions differ psychosocially 
or in QoL to those diagnosed with symptomatic premalignant conditions?  (Table 1) 

• Do patients with a premalignant condition who are receiving active treatment or invasive 

monitoring (e.g. endoscopy or colposcopy) differ psychosocially/ in regards QoL to 

patients not receiving active treatment or invasive monitoring (i.e. watch and wait)?  

(Table 1) 

• Do patients with premalignant conditions have specific unmet needs? 

 

3.2 Research Aims 

• To measure and identify predictors of psychosocial health and wellbeing and QoL in 

patients diagnosed with a premalignant condition. 
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• To identify any differences between premalignant conditions, in both QoL and 

psychosocial health and wellbeing.  

• To measure the nature and extent of unmet needs of patients living with a premalignant 

diagnosis. 

3.3 Objectives 

• To measure and identify predictors of psychosocial health and wellbeing and QoL of 

patients diagnosed with a premalignant condition using a series of validated 

questionnaires compared to population norms (given sufficient numbers and the 

availability of appropriate population norms) and a questionnaire designed from the 

research team’s previous systematic review and qualitative work. 

• To perform a qualitative analysis of patients diagnosed with a premalignant condition’s 

responses to open-ended questions regarding the impact of their diagnosis and the 

supports available to them.  

• To identify any unmet needs among patients diagnosed with a premalignant condition 

and to collate the patient experiences of receiving a premalignant condition diagnosis 

using open ended questions. 

3.4 Plan of Investigation 

• A large online-based cross sectional survey of patients with premalignant conditions will 

be undertaken to investigate health, wellbeing, QoL and unmet care needs. 

SurveyMonkey will be used to host the online survey.  

• There will also be a qualitative component to the study, where personal accounts from 

the open-ended unmet needs questions will be analysed. 

Appendix 9 contains a flow chart of the study.  

 

4.0 Methods 

 

4.1 Sampling methods  

• Patients will be eligible to participate at any point of the post-diagnosis pathway (newly 

diagnosed to long term follow-up) 

• For the online survey, potential participants will be recruited using various social media 

and online websites, such as Facebook and Twitter. Prior to advertising the study on 

these platforms, the study team will contact key individuals and websites (See appendix 3 

for some key social media influencers and websites). Participants will be directed to a 
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web link for SurveyMonkey, where the study information and the online questionnaires 

will be provided. A flow chart to help explain this process can be found at Appendix 4. 

 

4.2 Recruitment 

Participants will be recruited throughout the duration of the study (to begin in October 2017) until the end of 
August 2018.  We will utilise convenience and snowballing sampling to encourage maximum uptake. We plan to 
have 300-500 respondents across all the premalignant conditions. We are aiming to recruit >75 patients per 
condition to ensure that we can detect medium differences between conditions(23). We will have 80% power to 
detect as statistically significant (at the two-sided 5% level) a difference in mean of the validated QOL measure of 
0.5 standard deviations between conditions with 64 patients per group.  

 

4.2.1 Online Recruitment  

Utilising online platforms, especially social media, is the next step in researching health 

behaviours. A scoping review (31) has advocated that this is the next evolution for researchers 

who seek populations which are hard to reach or widely dispersed, such as patients with 

premalignant conditions. 

All twitter activity will come from a study specific twitter account created by the researchers and 

will be tweeted in the format outlined in table 3.  Twitter is being utilised as a mechanism for 

raising awareness of the study and recruiting participants. The main twitter profile used for this 

study will be @QUB_PIPStudy. Some of the key twitter “influencers” that will be asked to retweet 

the study are listed in Appendix 3.  Influencers are key individuals/accounts on social media in 

the cancer/premalignant field, who have many (>100) followers or who are involved in 

premalignant/cancer research. Tweets will also be sent to other individuals identified as being 

relevant during the study for retweeting. Tweets will be scheduled using Tweetdeck, which 

allows the team to schedule them for different time zones and ease of access.  

‘’ For Facebook, the research team will set up a Facebook page called “QUB_PIPStudy” and a 

Facebook account named ‘PIP Premalignant study’’ to help with recruitment. Both the Facebook 

account and page will contain links to the study information sheet and online survey. They will 

also contain a FAQ (Frequently asked questions) section (Appendix 6). Where suitable Facebook 

patient support/information groups are identified, permission will be sought from the admin of 

the group to join the group and post a short message to promote awareness of the study. We 

will post a maximum of two reminders per group (where permitted by the admin). The 

messages can be found in Table 3. ‘’  
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For other social media services that may arise/be utilised during the study, similar methods and 

messages to those utilised in Twitter and Facebook will be used to promote the study. 

Table 3 summarises the material which will be posted on the social media platforms.  

 

Table 3: Online advertisement material examples. 

Platform Message 
Twitter (With word cloud 
picture) 

Please retweet @********** We are doing a survey into 
quality of life in #(premalignant condition) patients 
go.qub.ac.uk/*****  

 @********** Please retweet We are doing a survey into 
quality of life in #(premalignant condition) patients 
go.qub.ac.uk/***** 

 We are investigating patient experiences of being 
diagnosed with #(premalignant condition). Can you 
help? @******** go.qub.ac.uk/***** 

 Want to support our work into precancers? Help us 
understand your views @ go.qub.ac.uk/***** 

 Want to support our work into #(premalignant 
condition)? Help us understand your views @ 
go.qub.ac.uk/***** 

 Are you a #(Premalignant condition) patient? We want to 
hear your views on it! Help at go.qub.ac.uk/***** 

 Do you have #(Premalignant condition) patient? We 
want to hear your views on it! Help at go.qub.ac.uk/***** 

 We want to hear the experiences of #(Premalignant 
condition) patients. Help at go.qub.ac.uk/***** 

Facebook  Have you ever been diagnosed with a precancerous 
condition? Some examples are below 
<Word Cloud > 
Researchers at Queen’s University Belfast, UK are 
interested in learning more about what is like to be 
diagnosed with these conditions.   
To find out more about our study and what it involves 
please click here: 
<INCLUDE SURVEY LINK>( go.qub.ac.uk/*****) 

(This will be mainly used in 
condition specific groups) 

Can you help us find out more about living with 
(premalignant condition)? We are doing a study listening 
to the views of people who have (premalignant 
condition).  
We hope that this information can help medical staff to 
provide the best standard of care possible.  
 
To help with  this study please click here 
[go.qub.ac.uk/*****].  
You can also find the contact details of the study team, 
more information and links to information about 
conditions on (FACEBOOK page). 
 

The following message will 
be used when contacting 
organisations/Facebook 
groups/blog owners etc. to 

‘’ Dear Ms/Mr (NAME),  
 My name is Blain Murphy and I am a PhD student at 
Queen’s University Belfast, UK.  I am interested in 
learning more about people’s experiences of being 
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assist the study team in 
promoting the study.  This 
message will be modified 
depending on the 
precancer and group it is 
being submitted to. 
 

diagnosed and living with a (NAME precancer) and other 
precancerous conditions.  I am hoping that the work I 
carry out as part of my PhD studies will be used to 
inform service provision for people with precancerous 
conditions. 
 As part of my doctoral studies, I am undertaking the first 
large-scale survey of individuals with (CONDITION) and 
other precancerous conditions to investigate the 
psychological impact of being diagnosed with 
(condition). To date, we have received over *** 
responses from patients across the world.  Further 
information on this survey can be found at 
https://www.facebook.com/QUBPIPStudy/  This study 
has received full ethical approval from the NHS in the 
UK (Reference Ref 17/EM/0390).  
I am contacting you as an <Admin/owner of group etc.> 
(NAME or any others you may admin) which includes 
people with this diagnosis. I am seeking membership of 
your group and permission to post the link to my survey 
on your page. If you do not wish for me to join your 
group, I would be grateful if you could post the link to the 
survey on our behalf.   
 Please do not hesitate to contact me if you have any 
questions. 
Thank-you for your time. 
(Signature if email) 
 
 
 

We will provide 
organisations/groups/blogs 
who agree to promote the 
study with the below 
template for display on 
their website/page.  We 
acknowledge that some 
individuals/organisations 
may feel it necessary to 
modify the text to suit their 
target audience. 

‘’Researchers at Queen’s University Belfast in the UK, are 
conducting the first large-scale survey of <CONDITION> 
patients and individuals with other precancerous 
conditions to investigate the impact of being diagnosed 
and living with a precancerous condition. We are 
particularly interested to know more about how you feel 
about your <CONDITION> and the impact, if any, 
<CONDITION> has had on your life since diagnosis. The 
findings of this study will be used to inform future 
healthcare service provision for individuals with 
precancers and will be published in a scientific peer 
reviewed journal. 
To learn more about this study and to take part please 
click here: http://go.qub.ac.uk/QUBPIP1    
All responses to the survey are anonymous (i.e. it will not 
be possible to identify you from any of the responses 
provided) and it should take no longer than 15-20 
minutes to complete. 
We look forward to hearing your opinions and 
appreciate your time and participation. 
Thank you for helping to further our research.’’ 
 

Notes: 

• (Premalignant condition) will be replaced by the name or abbreviation outlined in table 1 

https://www.facebook.com/QUBPIPStudy/
http://go.qub.ac.uk/QUBPIP1
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4.3 Questionnaires  

 

Participants will be instructed to complete a series of online questionnaires (n=5) and two open-ended questions 
which should take no longer than 20 minutes to complete (Table 2). We have trialled the time taken to complete 
the questionnaire using dummy responses. A QR code and short web address for the online surveys will be 
distributed via social media and key websites (Appendix 3) and hosted on Survey Monkey (24). Drop down 
options and skip logic will be used to reduce the time taken to complete the questionnaires and to avoid 
irrelevant questions. No identifiable information (i.e. name, address, date of birth etc.) will be collected.  

Of the five questionnaires to be included, three have previously been validated (HADS (25), SF 12v2 (26) and EQ 
5D (27)).  The questionnaires were selected by the research team following a comprehensive systematic review of 
the published literature on assessing health and wellbeing in patients with premalignant conditions. The study 
team have also designed a questionnaire informed by the findings of our current research which cover areas not 
addressed in the validated questionnaires. These will measure basic demographic and epidemiological factors and 
specific issues which arose in the qualitative work and the systematic review conducted by the research team. By 
utilising the same questionnaires across all premalignant conditions, we will be able to make appropriate 
comparisons. 

Table 2: Features and aims of the questionnaires used 

Questionnaire Questions 
(N) 

Time taken 
(minutes) 

Time taken 
(minutes) 

Purpose 

Demographic 
information  

23 3 5 To attain demographic and 

lifestyle information. 

Condition 
specific 
Demographic 
Questionnaires 

22 3 5 To attain information on their 

condition knowledge and care 

pathways. 

 SF 12v2 12 4 6 Assess general and mental health 

status. 

Able to compare to other 

precancerous conditions.  

EQ 5D 5 3 4 Attaining a quality adjusted life 

year value (QALY). 

HADS 14 3 6 To assess participant’s current 

anxiety and depression status. 

Open-ended 
MacMillan  
Question on 
unmet needs 

2 3 4 To qualitatively assess unmet 

needs within the premalignant 

condition patients. 

 

1.1.1 4.3.1 Demographic questionnaires 

The demographic information questionnaire has been created by the study team to capture basic demographic 
information such as age, gender, education, etc. factors.   
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1.1.2 4.3.2 Condition-Specific Demographic questionnaires  

To capture information relating to patient knowledge and specific treatment pathways, the 

study team have also developed a premalignancy-specific questionnaire informed by the study 

teams ongoing research within the area (discussed in the background information, 2.0). Some of 

the factors captured relate to key issues such as patient’s health knowledge on their 

premalignancy and the communication they have had with healthcare professionals, key issues 

outlined in both the prior qualitative (17) and systematic review conducted by research team.  

1.1.3 4.3.3 Short Form 12v2 (SF 12v2)  

The 12-Item Short Form Health Survey (SF-12v2) was developed for the Medical Outcomes Study (MOS), a multi-
year study of patients with chronic conditions (28). The questionnaire contains 12 questions which measure 
physical and mental health in both generic and disease specific conditions. The MOS SF questionnaires are 
excellent measures for chronic health conditions and have been utilised in a large number of studies investigating 
precancerous conditions (29–31). This study has been granted a licence for its use (Appendix 3). The SF 12v2 has 
high reliability and internal consistency, and has been validated in a number of settings and countries (32).  

1.1.4 4.3.4 EuroQol 5 dimension (EQ 5D)  

Individuals will be asked to complete the EQ-5D-3L™ questionnaire, a standardised instrument used to measure 
health outcomes. The EQ-5D-3L™ consists of two pages and is reasonably simple and takes only a few minutes to 
complete (33). The EQ 5D consists of 5 questions and will be used to assess the impact of the premalignant 
conditions using quality-adjusted life years, which are not calculable from the SF 12v2. The EQ-5D-3L™ consists of 
2 parts, the EQ-5D descriptive system (part 1) and EQ visual analogue scale (EQ-VAS) (part 2) (27,33). The 
descriptive system assesses health-related quality of life across five dimensions (mobility, self-care, usual 
activities, pain/discomfort, and anxiety/depression). Respondents rate each dimension on three levels of severity 
(no problems/some or moderate problems/extreme problems). The EQ-VAS is a vertical scale ranging from “worst 
imaginable health state” [0] to “best imaginable health state” [100], which provides a quantitative measurement 
of health outcome (27,33).The EQ-5D-3L™ questionnaire has previously been validated for use within adult 
populations and within the UK (27,33). Our study has been registered with the EuroQol group 
(http://www.euroqol.org) and approval is currently being sought to use the EQ-5D-3L™ questionnaire within this 
study. The findings of this study will help inform a cost effectiveness analysis of MGUS by utilising the utility 
scores to provide a QoL score for the impact of MGUS. 
 

1.1.5 4.3.5 Hospital Anxiety and Depression Scale (HADS)  

The HADS (34) consists of 14 questions which access the current anxiety and depression status of respondents. It 
is one of the most widely used measures in both clinical and academic studies to assess anxiety and depression. A 
systematic review by Bjelland et al found the HADS to have high reliability and internal consistency(25). It has high 
levels of accuracy in assessing symptom severity in both clinical and general populations.  
 

1.1.6 4.3.6 MacMillan Questions on unmet needs 

To further explore issues/concerns experienced by patients with a premalignant diagnosis, we have adapted two 
open-ended questions relating to unmet needs from the MacMillan evidence review 2012 (35). Both questions 
allow for free-text answers and were previously found to be acceptable to patients in a large scale national survey 
(35). Patient responses to these questions will be used to inform future interventions (if appropriate) and form 
the qualitative data set.  
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4.4 Data management  

Questionnaires will be returned to the researchers via the online system (SurveyMonkey). This 

datum will be held in SurveyMonkey cloud data servers, which may be located outside the EU.  

“SurveyMonkey stores European customer data on its servers in the US These servers are 

maintained by SurveyMonkey’s US parent company. To facilitate our customers' compliance 

with European personal data export requirements SurveyMonkey have been certified under the 

EU-US Privacy Shield Program.” https://help.surveymonkey.com/articles/en_US/kb/SurveyMonkey-

Data-Transfers-and-EU-Laws  

The ability to track IP addresses on respondents will be unchecked. This database will be held 

on a password protected, encrypted laptop within the Centre for Public Health (CPH), QUB. 

These will be backed-up in secure drives stored in CPH at regular intervals. Any hardcopy 

materials with sensitive information, such as printed social media accounts, will be stored in a 

locked filing cabinet held within the Centre for Public Health, QUB, which has restricted access 

and is security alarmed outside working hours. Data will only be shared with those who are 

members of the study team who have all undertaken Good Clinical Practice training. 

 

4.5 Analyses 

Analyses will be undertaken as per the questionnaires published methodologies for each validated questionnaire 
(SF12v2, EQ 5D, HADS) (13,28,36). Patient groups will be compared with additional comparisons to published 
population norms in the general population (UK and USA norms, where available), comparing the premalignant 
conditions to each other and published scores from patients with the malignant transformation of the 
premalignant condition where available by total and domain mean scores on the various measures using t-tests 
and logistic regression adjusting for potential confounders, such has age, gender, time since diagnosis etc. 
Comparisons will be made to other premalignant conditions, which were part of an ongoing systematic review by 
the study team and the other premalignant conditions from this study. Multiple linear regressions will be used to 
examine variation in health status in relation to needs for care and service utilization and satisfaction whilst 
controlling far potential confounding variables such as age, social class, region and time since diagnosis and 
potential effect modifiers.   

The open-ended questions will be analysed using interpretive qualitative methods (e.g. thematic analysis, 
phenomenological analysis). All personalised data in the open-ended questions will be fully anonymised for 
publication. Any patient responses that are used for qualitative analysis will be saved verbatim by the researchers 
in the form in Appendix 5.   

1.1.7 4.6 Ethical considerations 

Participation will be voluntary. Participants have the right to withdraw from the study at any 

stage prior to completing the online survey. However, once a response has been submitted to 

the online survey, it will not be possible for the participants to remove their data from the 

dataset owing to the anonymous format of the survey. The IP address capturing feature in 

SurveyMonkey will be disabled to best anonymise the participant’s location. Survey responses 

will be retained for at least 5 years, in line with university policy, once data analysis has been 

https://help.surveymonkey.com/articles/en_US/kb/SurveyMonkey-Data-Transfers-and-EU-Laws
https://help.surveymonkey.com/articles/en_US/kb/SurveyMonkey-Data-Transfers-and-EU-Laws
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undertaken. Patients will be advised to contact their healthcare team if they have any issues as a 

result of participating in the study. 

4.7 Publication and dissemination of results  

It is anticipated that the data generated will provide a comprehensive oversight into the issues faced by 
premalignant condition patients. The research team will communicate the results of the study via the 
provision of a study summary document which will be posted on relevant patient websites, the study 
Facebook page, twitter etc. The findings will be published in a peer reviewed journal for application 
internationally and presented at relevant local and international meetings/conferences.  This study is also 
being carried out as part of a PhD study and will be included in a PhD thesis (BM).  

4.8 Project Management 

LAA:   Chief Investigator, data analysis & interpretation 

BM:     Data management, analysis, interpretation 

CMcS: Data management, analysis, interpretation 

OS:      Data analysis and interpretation 

MD:      Data analysis and interpretation 

MMcM:  Patient representative 

BJ:          Clinical representative  

 

As Chief Investigator, LAA will oversee the project and co-investigators.  BM assisted by CMcS will oversee the 
daily running of the project including promoting the study online, seeking approvals from the relevant 
websites/admin teams and managing data collection via Surveymonkey.  Data analysis will be undertaken 
primarily by BM with support provided by LAA, CMcS, OS and MD.  OS and MD will provide expertise in analysing 
the qualitative component of the study including coding and interpretation.  All investigators will be involved in 
the interpretation of the results with MMcM and BJ providing a patient and clinical perspective respectively.  
Throughout the project, BM will be supported by his PhD supervisors: LAA, OS and MD. 

4.9 Study Limitations 

Survey data tends to be easy to administer but can have issues regarding social desirability 

bias, in which respondents diminish negative behaviours and increase positive responses, to 

appear more favourable to others(37).  However, we feel this will not be a large confounder 

as the survey is online and anonymised, which can reduce social desirability bias and reduce 

misreporting on sensitive items (38). 

 

A potential issue is the representativeness of a sample accessed through the internet. 

Previous research into this has raised questions about response bias and self-selection of the 

sample. Individuals who are more likely to be involved in online survey responses are usually 

more interested in the topic, younger and are more likely to seek information about the 

topic on the internet (39). However, recent research has shown that previously 

underrepresented groups (such as older adults) have increased access to the internet and 
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social media and are more likely to have the option of participating than previously 

reported. OFCOM (40) has reported that 67% of the 65-74 years age group use the internet. 

Self-selection and wanting to help the researcher achieve their hypothesis is also a criticism 

of online research(41). However, as this is a novel survey, that is directed at patients with a 

specific condition, we feel that this will be minimised. By conducting research such as this, it 

can provide a background and building blocks for future studies that can utilise other 

sampling methods (such as postal or telephone interviews) to verify this survey’s findings. 

Our primary dissemination method for the questionnaire, online, may be a barrier to some 

patients, who are not fully computer literate. To combat this, we have formatted our survey 

into an easy to follow and compartmentalised design, informed by both healthcare 

professionals and PPI groups, in the hope to minimise these potential issues. Furthermore, 

surveys can be completed by the patient in their own home environment and time. 

We are presenting the study in English and online, which could reduce the 

representativeness of the sample and restrict the study to English speaking individuals. 

However, the method to be employed will enable the research team to interact with as many 

people as possible.  

 

5.0 List of Associated documents 

List of Documents 

Document name Version and Date 
PIP Protocol V1.2.1    01/03/2018 
Appendix 1: Online Questionnaire V1.2      19/01/2018 
Appendix 2: Validated Questionnaires  V1.0      01/09/2017 
Appendix 3: Social Media influencers and sites for 
dissemination 

V1.0      01/09/2017 

Appendix 4: PIP Flowchart  V1.0      01/09/2017 
Appendix 5: Proforma for online accounts used   V1.0      01/09/2017 
Appendix 6: Permissions for Questionnaires V1.0      01/09/2017 
Appendix 7: Premalignant Wordcloud V1.0      01/09/2017 
Appendix 8: PIP information Sheet V1.0      01/09/2017 
Appendix 9: Sponsorship and Indemnity Document  
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Appendix 19: PIP- Survey 

 

 

 

Researchers at Queen’s University Belfast, invite you to take part in an online research study 
investigating the impact of living with a pre-malignant condition. Please take time to read 
through the following information about the study and what it involves. 

What is the purpose of this study? 
 

We are interested in determining the effect, if any, that receiving a diagnosis of the below listed medical 
conditions has on people’s lives. This research will try to inform doctors on how to best help patients 
dealing with these conditions. Under the supervision of Dr Lesley Anderson, Mr Blain Murphy, a PhD 
student at Queen's University Belfast, will carry out this study as part of his PhD programme. 

 
Medical Conditions such as: 

 

Blood related: Monoclonal B cell lymphocytosis, MGUS (monoclonal gammopathy of undetermined 
significance), Preleukaemia/Preleukemia, SMM (smouldering/smoldering multiple myeloma). 

 
Breast and Gynaecology related: Cervical dysplasia, CIN (cervical intraepithelial neoplasia), DCIS 
(ductal carcinoma in situ), LCIS (lobular carcinoma in situ), Uterine cervix carcinoma in situ, VAIN 
(vaginal intraepithelial neoplasia), VIN (vulvar intraepithelial neoplasia). 

 
Gastric conditions: Barrett's Esophagus/Oesophagus, Colorectal polyps, Gastric conditions (gastritis, 
atrophy, intestinal metaplasia, Autoimmune metaplastic atrophic gastritis). 

 
Male-Specific Organs/Urology: PIN (prostate intraepithelial neoplasia), Testicular intraepithelial 
neoplasia. 

 
Oral related: Erythroplakia, Leukoplakia, Erythroleukoplakia, OLP (oral lichen planus). 
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Other conditions: Actinic Keratosis (skin), Dyskeratosis congenita (bone marrow). 
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Do I have to take part? 
 

No. It is up to you whether or not you take part. If you decide to take part, you can change your mind 
and withdraw at any stage. Any data you have completed will be retained by the research team. You do 
not need to give a reason for withdrawing and this will have no effect on the standard of care you 
receive from your healthcare team. 

 
What will happen if I take part? 

 
If you decide to take part, all you need to do is click on the link below. You will then be taken through a 
series of questionnaires. These questionnaires are designed to capture information relating to your 
current quality of life and the impact, if any that your medical diagnosis/conditions has on your daily life. 
This should take no longer than 20 minutes to complete. 

 
What are the risks/benefits of the study? 

 
We do not anticipate that you will experience any negative effects from taking part in this study. There 
is a small risk that you may become upset while completing the questionnaires. If this happens, we 
recommend that you seek support from the patient support services that are provided at the end of the 
survey and on our study Facebook page (www.facebook.com/QUBPIPStudy/). The findings from this 
study may assist healthcare providers provide better support to patients diagnosed with these medical 
conditions in the future. 

 
Who can I talk to about this study? 

 
If you have any issues/queries regarding this research study, you can contact the chief investigator, Dr. 
Lesley Anderson (l.anderson@qub.ac.uk). If your concerns are not addressed, you can contact Queen’s 
University Belfast’s Research Governance team (researchgovernance@qub.ac.uk). 

 
Will my participation be confidential? 

 
All data will be anonymised and confidential. Any data you have inputted will be kept for up to 5 years 
and may be kept in servers outside the EU. As the survey is anonymous, we will not be able to remove 
your survey responses at a later date, should you decide that you no longer want to participate 

 
What will happen to the results of the study? 

 
This work will be used in a PhD thesis and will be submitted for publication in an medical/scientific 
journal. A summary of the results will be circulated to relevant patient websites and social media 
accounts involved in cancer research. All quotes will be anonymised. 

 
This study has been reviewed by the NHS Research Ethics Committee (UK) (Ref:17/EM/0390) 

http://www.facebook.com/QUBPIPStudy/
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Where can I find more information on my medical condition? 
 

For more information, the best place to get advice is with your private doctor/GP/ Family doctor. Other 
places with good information are: 

 
http://www.macmillan.org.uk/information-and-support/diagnosing/causes-and-risk-factors/pre-cancerous-conditions 

 
https://www.cancerresearchuk.org/  

 

http://www.cancer.ca/en/cancer-information/cancer-type/see-all/?region=bc 
 

Thank you for your interest in our research and for taking the time to read through this 
information. 

 
By indicating YES below, you consent to participate in the study on the basis that: 

 
 

1. You have been informed about the study and what the study involves. 

 
You may stop the study at any time. 

 
   Yes, I consent 

No, I do not wish to proceed 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

http://www.macmillan.org.uk/information-and-support/diagnosing/causes-and-risk-factors/pre-cancerous-conditions
https://www.cancerresearchuk.org/%C2%A0
http://www.cancer.ca/en/cancer-information/cancer-type/see-all/?region=bc
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* 2. Which pre-malignant/pre-cancerous condition have you been diagnosed with? (Please select your 

most recent diagnosis) 

   Actinic Keratosis (Skin) 

   Barrett's Esophagus 

   Cervical dysplasia 

   CIN (cervical intraepithelial neoplasia) 

   Colorectal polyps 

   DCIS (ductal carcinoma in situ) 

   Dyskeratosis congenita (Bone marrow) 

   Erythroplakia 

   Erythroleukoplakia 

   Gastric Premalignancies (gastritis, atrophy, intestinal metaplasia, Autoimmune metaplastic atrophic gastritis) 

   LCIS (lobular carcinoma in situ) 

   Leukoplakia 

   MGUS (monoclonal gammopathy of undetermined significance) 

   Monoclonal B cell lymphocytosis 

   OLP (oral lichen planus) 

   PIN (prostate intraepithelial neoplasia) 

   Preleukemia 

   SMM (smouldering multiple myeloma) 

   Testicular intraepithelial neoplasia  

   Uterine cervix carcinoma in situ 

   VAIN (vaginal intraepithelial neoplasia) 

   VIN (vulvar intraepithelial neoplasia) 

   I do not have a precancerous/premalignant condition. 

   Other (please specify) 

 
 
 
 
 
 
 
 
 

Premalignant Conditions 

Psychosocial Impact of Pre-malignant conditions (PIP) Study. 
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This demographic information is being collected so that we can see the type of people that are 
completing the questionnaire. 

* 3. What is your gender? 
 

   Male

 Female

 Other 

   Prefer not to say 

 
 

4. What is your age? 

 
* 5. Which of the following best describes your ethnic group/race? 

 
   White  

Black  Asian

 Hispanic 

   Other (please specify) 
 

 
6. What country do you receive healthcare from? 

 
 

7. What age were you diagnosed with {{ Q2 }}? 
 
 

 
* 8. In the 12 months prior to your {{ Q2 }} diagnosis, were you ill/sick? 

 
   Yes

 No 

Don't know/remember 
 
 
 

9. You have answered that you were sick/ill in the 12 months prior to your {{ Q2 }} diagnosis. Can you 
describe your symptoms and how long they affected you? 

 
 
 

* 10. Where was your {{ Q2 }} first detected? 
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   GP/ Family Doctor practice /surgery 

   Dental surgery/Office 

   Hospital 

   Don't know/remember 

   Other (please specify) 

 
 
 
 
 

11. If your {{ Q2 }} was first detected in hospital, which department/clinic was it detected in? 

 
12. Do you currently attend a clinic or are you reviewed by other means? 

 
Telephone review (Check-up at your GP/ Family Doctor, nurse/doctor rings to tell you results). 

Attend a {{ Q2 }} clinic in a “cancer centre”. 

Attend GP/Family doctor/Nurse clinic. 

Dentist/Dental practice. 

Consultant / Specialist doctor review 

Not reviewed/ no longer reviewed. 

Prefer not to say. 

Other (please specify) 
 

 
 

13. If you attend a clinic, how far do you travel for appointments? 
 

Miles 
 

OR Kilometres 
 
 

14. How do you feel your current follow-up is? 
 

Poor Fair Good Very Good Excellent 

 
15. How often are you reviewed for your {{ Q2 }} diagnosis? 

 
   Every 1-3 months 

   Every 4-6 months 

   Every 7-12 months/annually 

   Every 2 years 

   Every 3 years 

   Every 4 years 
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   Every 5+ years 

   New diagnosis, not yet reviewed 

   Never 

   Prefer not to say 

   Other (please specify) 
 

 
16. Since you were first diagnosed with {{ Q2 }} has the time between your follow-up appointments 
changed? 

   Not yet been reviewed 

   More time between appointments 

   Less time between appointments 

   No change 

   Prefer not to say 

   N/A 

 
17. Have you made any lifestyle changes since your {{ Q2 }} diagnosis? If yes, please specify 

* 18. Have you sought a second opinion about your diagnosis? 
 

   Yes

 No 

   Don’t know/can’t remember 

   Prefer not to say 

 
19. Can you tell us more about why you sought a second opinion on your diagnosis? (E.g Who did you 
receive the second opinion from, why did you seek a second opinion, etc) 

 
 

20. When you were first diagnosed with {{ Q2 }}, did you receive written information (e.g. information 
leaflet) on what {{ Q2 }} was? 

   Yes

 No 

Don’t know/can’t remember 
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21. If Yes, what written information did you receive/have access to? 

 
22. How would you rate your understanding of {{ Q2 }}before/at diagnosis? 

 
   Poor    Fair    Good     Very Good    Excellent 

 
 

23. How would you rate your understanding of {{ Q2 }}after diagnosis? 
 

   Poor    Fair    Good     Very Good    Excellent 

 
 

24. How would you rate your understanding of {{ Q2 }}today? 
 

Poor Fair Good Very Good Excellent 
 
 

 

25. Thinking back to when you were first diagnosed with {{ Q2 }}, how often did you think about your {{ 
Q2 }} diagnosis, in the first year or less of diagnosis? 

   Around follow-up times only (if relevant) 

   Daily 

   Weekly 

   1-3 times per month 

   Less frequently than once per month 

   Never 

   Other (please specify) 
 

 
26. How often do you think about {{ Q2 }} now? 

 
   Around follow-up times only 

   Daily 

   1-3 times per month 

   Weekly 

   Less frequently than once per month 

   Other 

   Never 

 
 
 

27. Have you told your family or friends about your {{ Q2 }} diagnosis? 
 

Family only 

Friends only  
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Family and Friends 

Partner only 

Anybody who asks/ Willing to discuss with anyone 

Prefer not to say 

No-one…… is there a particular reason why? 
 

28. Other than your Specialist (the doctor/ dentist/ etc) who is treating you specifically for {{ Q2 }}, have 
you spoken to any other healthcare worker about your diagnosis? (Please tick all that apply) 

Hospital doctor 

Nurse 

GP/Family Doctor 

Dentist 

Other doctor (not GP) 

Psychologist/therapist 

Personal contact (working in healthcare) 

No-one 

Other (please specify) 
 

 
29. Of the following healthcare professionals, who do you talkmost to about your {{ Q2 }} diagnosis? 

 
   

Consultant

 Dentist 

   Nursing staff 

   GP/Family Doctor    

Other doctor (not GP) 

   Have not had the chance to talk to a healthcare professional 

   Other (please specify) 

 
 
 

30. If you have spoken to a healthcare professional (outside your healthcare team) about {{ Q2 }}, how 
would you rate their knowledge of {{ Q2 }}? 

   Poor    Fair    Good     Very Good     Excellent    N/A 

 
 

* 31. Have you ever searched the internet for information on {{ Q2 }} before? 
 

   Yes

 No 

Prefer not to say  
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32. What type of websites did you visit? (Tick all that apply) 
 

Charities 
 

Patient blogs/chatrooms/forums etc 

Medical/science research websites 

Other (please specify) 

 
 
 
 
 

33. Please specify any website/organisations you visited. 

 
34. How would you rate the information currently available on {{ Q2 }} on the internet? 

 
Poor Fair Good Very Good Excellent 

 
 

35. What type of information were/are you interested in reading? (Tick all that apply) 
 

Who gets {{ Q2 }} 
 

Is {{ Q2 }} common/rare? 
 

What do my test results mean? 
 

What tests/investigations should I be getting? 

What symptoms/signs should I look out for? 

How often should I be followed-up for {{ Q2 }}? 

New scientific/medical research 

What are my risks of progression for {{ Q2 }}? 

None of the above 

Prefer not to say 

Other (please specify) 

 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 



P a g e  | 134 
 

 

 
 
 

REDACTED DUE TO LICENSING 
 

 
 

Please click the ONE box that best describes your health TODAY. 
 

* 43. MOBILITY 
 

   I have no problems in walking about 

   I have slight problems in walking about 

   I have moderate problems in walking about 

   I have severe problems in walking about 

   I am unable to walk about 

 
© EuroQol Research Foundation. EQ-5D™ is a trade mark of the EuroQol Research Foundation 

 
Please click the ONE box that best describes your health TODAY. 

 

* 44. SELF-CARE 
 

   I have no problems washing or dressing myself 

   I have slight problems washing or dressing myself 

   I have moderate problems washing or dressing myself 

   I have severe problems washing or dressing myself 

   I am unable to wash or dress myself 

 
© EuroQol Research Foundation. EQ-5D™ is a trade mark of the EuroQol Research Foundation 

 
lease click the ONE box that best describes your health TODAY. 

 

* 45. USUAL ACTIVITIES (e.g. work, study, housework, family or leisure activities) 
 

   I have no problems doing my usual activities 

   I have slight problems doing my usual activities 

   I have moderate problems doing my usual activities 

   I have severe problems doing my usual activities 

   I am unable to do my usual activities 

 
© EuroQol Research Foundation. EQ-5D™ is a trade mark of the EuroQol Research Foundation 
 
Please click the ONE box that best describes your health TODAY. 

 

* 46. PAIN / DISCOMFORT 
 

   I have no pain or discomfort 

   I have slight pain or discomfort 

Your Health and Well-Being SF 12v2 

EQ 5D 
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   I have moderate pain or discomfort 

   I have severe pain or discomfort 

   I have extreme pain or discomfort 

 
© EuroQol Research Foundation. EQ-5D™ is a trade mark of the EuroQol Research Foundation 
 
Please click the ONE box that best describes your health TODAY. 

* 47. ANXIETY / DEPRESSION 
 

   I am not anxious or depressed    

I am slightly anxious or depressed 

   I am moderately anxious or depressed 

   I am severely anxious or depressed 

   I am extremely anxious or depressed 

 
© EuroQol Research Foundation. EQ-5D™ is a trade mark of the EuroQol Research Foundation 

 
 

YOUR HEALTH TODAY 
 
 

* 48. We would like to know how good or bad your health is TODAY. 
This scale is numbered from 0 to 100. 
100 means the best health you can imagine. 
0 means the worst health you can imagine. 
Please enter a number in the box below to indicate how your health is TODAY. 

 
© EuroQol Research Foundation. EQ-5D™ is a trade mark of the EuroQol Research Foundation 
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* 49. Which of the following best describes your religion? 
 

   Christian

 Muslim  

Jewish  

Hindu 

   Buddhism 

   Non-Religious/Atheist

 Other (please specify) 

 
 
 

* 50. What is the highest level of education you have obtained? 
 

   Did not finish primary school (UK), Grade 5 (US/AUS) or equivalent. 

   Finished primary school (UK), Grade 5 (US/AUS) or equivalent. 

   Finished secondary school (UK), Grade 11/12 (US/AUS) or equivalent. 

   Further education (attended a Technical College/Trade/Apprenticeship) 

   University qualification (e.g. Degree, Masters, Postgraduate, PhD, MD etc.) 

   Other (please specify) 

 
 
 

51. What is your current height in Feet/ Centimetres? 
 
 

Feet 
 

and Inches 
 

OR Centimetres eg. 180 
 
 

52. What is your current weight? (Choose one measurement) 
 

Stones 
 

and Pounds 
 

OR Kilograms 
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* 53. What is your current marital status? 
 

   Married/Co-habiting

 Widowed 

   Divorced/Separated

 Single 

   Prefer not to say 

 
You have said you are {{ Q53 }}. If so, how long?  years 

 
 

54. What type of healthcare do you receive? Please tick all that apply. 
 

Free for all (NHS-style)/ State-Sponsored Healthcare 

Free for some groups (Medicaid/Medicare) 

Private-Health Insurance 

Private-Out of pocket 

Other (please specify) 

 
 
 

55. Have you ever smoked at least 1 cigarette per day for at least 6 months? 
 

   Yes, currently smoke 

   Yes, but no longer smoke 

No 

56. Do you drink alcohol? 
 

   No, never drank 

   No, have not drank in the last 6 months or longer 

   Yes, once a week or less frequently 

   Yes, 2-4 days per week 

   Yes, more than 4 days per week 

 
 

* 58. The following is a list of common medical conditions. Please TICK if you have this condition. 
 

No other conditions 

Previous heart attack 

Heart disease (not including a heart attack) 

Diabetes 

Dementia 
 

Stroke/ Transient ischemic attack 
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Lung/respiratory disease 

Liver disease 

Autoimmune Condition 

Other (please specify) 

 
 
 

59. Please answer these questions about your current health conditions. If yes, please tick. If No, Leave 
blank 

 
Do you receive treatment for this condition? Does it limit your everyday activities? 

Heart disease (not 
including a heart attack) 

 
Diabetes 

Stroke/ Transient 
ischemic attack 

 
Liver disease 

Other Condition 
(Comment below) 

 
 
 

60. What is your current employment status? (Tick all that apply) 
 

Employed 

Unemployed 

Homemaker 

Early retirement due to illness/disability/medical advice 

Retired 

Volunteer 
 

Prefer not to say 

Other (please specify) 

 
 
 

61. What is/was your main occupation (i.e. the job you worked in the longest)? 
 

Job title: 
 

Number of years worked: 

Lung/respiratory 

Dementia 
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62. Including you, how many people currently live in your house? 

 
* 63. Do you have any children? 

 
   Yes

 No 

   Prefer not to say 

 

 
64. How many children are in the following age groups? 

 
 

 
 
 

65. Do you currently have any caregiving responsibilities (e.g. children, elderly individuals) for another 
person/s? 

   Yes

 No 

Prefer not to say 
 

  
66. Does this person/s live with you? 

 
   Yes

 No 

   Not applicable 

 
 

 
* 67. Have you ever been diagnosed with any type of cancer? 

 
   Yes

 No 

   Prefer not to say 

 
Your Cancer 

 

68. You have answered that you have had a previous cancer. Which type/s of cancer? 
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* 69. Have any of your blood relatives (parents/siblings/children) been diagnosed withcancer? 
 

   Yes

 No 

   Prefer not to say 

   Don’t Know 

 
70. You have answered that your blood relative has had a previous cancer. Which type/s of cancer? 

 
 

* 71. Have any of your blood relatives (parents/siblings/children) been diagnosed with anyprecancerous 
condition? 

   Yes

 No 

   Prefer not to say 

   Don’t know 

 
 

72. You have answered that your blood relative has had a previous precancer. Which type/s of 
precancerous condition? 

 
   Don't know 

   Prefer not to say 

Name of condition/s 

 
 

The following questions provide you with an opportunity to 
discuss your experiences of living with your condition. 

73. Do you have any concerns about your diagnosis? 

 
74. Are there any additional services or supports you would like put in place for people with your 
condition? 
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  HADS 1  
 
 
This information is being collected to look at our mental wellbeing. 

Instructions: 
 

Read each item and tick the reply which comes closest to how 
you have been feeling in the past week. Don’t take too long over 
your replies: your immediate reaction to each item will probably 
be more accurate than a long thought out response. 

75. I feel tense or ‘wound up’: 
 

   Most of the time 

   A lot of the time 

   Time to time, occasionally 

   Not at all 

 
76. I still enjoy the things I used to enjoy: 

 
   Definitely as much 

   Not quite so much 

   Only a little 

   Not at all 

 
 

77. I get a sort of frightened feeling like something awful is about to happen: 
 

   Very definitely and quite badly 

   Yes, but not too badly 

   A little, but it doesn’t worry me 

   Not at all 

 
78. I can laugh and see the funny side of things: 

 
   As much as I always could 

   Not quite so much now  

   Definitely not so much now 

Not at all 
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79. Worrying thoughts go through my mind: 
 

   A great deal of the time 

   A lot of the time 

   From time to time but not too often 

   Only occasionally 

 
80. I feel cheerful: 

 
   Not at all 

   Not often 

   Sometimes 

   Most of the time 

 
 

81. I can sit at ease and feel relaxed: 
 

   Definitely

 Usually  

Not often    

Not at all 

 
 

82. I feel as if I am slowed down: 
 

   Nearly all of the time 

   Very often 

   Sometimes

 Not at all 

 
83. I get a sort of frightened feeling like ‘butterflies in the stomach’: 

 
   Not at all 

Occasionally 

 Quite often 

Very often 
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84. I have lost interest in my appearance: 
 

   Definitely 

   I don’t take as much care as I should 

   I may not take quite as much care 

   I take just as much care as ever 

 
85. I feel restless as if I have to be on the move: 

 
   Very much indeed 

   Quite a lot 

   Not very much 

   Not at all 

 

86. I look forward with enjoyment to things: 
 

   A much as I ever did 

   Rather less than I used to 

   Definitely less than I used to 

   Hardly at all 

 
87. I get sudden feelings of panic: 

 
   Very often indeed 

   Quite often 

   Not very often 

   Not at all 

 
88. I can enjoy a good book or radio or TV programme: 

 
   Often 

   Sometimes

 Not often 

Very seldom 
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72. Have you ever been diagnosed with any other pre-malignant/pre-cancerous conditions. This does not 
include {{ Q2 }}. 

   I do not have any other precancerous/premalignant conditions. 

   Actinic Keratosis (Skin) 

   Barrett's Esophagus 

   Cervical dysplasia 

   CIN (cervical intraepithelial neoplasia) 

   Colorectal polyps 

   DCIS (ductal carcinoma in situ) 

   Dyskeratosis congenita (Bone marrow) 

   Erythroplakia 

   Erythroleukoplakia 

   Gastric Premalignancies (gastritis, atrophy, intestinal metaplasia, Autoimmune metaplastic atrophic gastritis) 

   LCIS (lobular carcinoma in situ) 

   Leukoplakia 

   MGUS (monoclonal gammopathy of undetermined significance) 

   Monoclonal B cell lymphocytosis 

   OLP (oral lichen planus) 

   PIN (prostate intraepithelial neoplasia) 

   Preleukemia 

   SMM (smouldering multiple myeloma) 

   Testicular intraepithelial neoplasia  

   Uterine cervix carcinoma in situ 

   VAIN (vaginal intraepithelial neoplasia) 

   VIN (vulvar intraepithelial neoplasia) 

Other (please specify) 
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Thank you for participating in our study. Your help is invaluable in furthering research in 
premalignant/ precancerous conditions. You can find more information about our study on 
our study Facebook page.(www.facebook.com/QUBPIPStudy/) 

 

Where can I find more information on my medical condition? 
 

For more information, the best place to get advice is with your private doctor/GP/ Family 
doctor. Other places with good information are: 

 
http://www.macmillan.org.uk/information-and-support/diagnosing/causes-and-risk-factors/pre-cancerous-conditions 

 
https://www.cancerresearchuk.org/ 

 
http://www.cancer.ca/en/cancer-information/cancer-type/see-all/?region=bc 

 
 

SF-12v2™ Health Survey © 1992-2002 by Health Assessment Lab, Medical Outcomes Trust and QualityMetric 
Incorporated. All rights reserved. 

SF-12® is a registered trademark of Medical Outcomes Trust. (IQOLA SF-12v2 Standard, English (United Kingdom) 8/02 

 

 

  

Completion Page 

http://www.facebook.com/QUBPIPStudy/
http://www.macmillan.org.uk/information-and-support/diagnosing/causes-and-risk-factors/pre-cancerous-conditions
https://www.cancerresearchuk.org/
http://www.cancer.ca/en/cancer-information/cancer-type/see-all/?region=bc
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Appendix 20: PIP-STROBE Checklist 

STROBE Statement—Checklist of items that should be included in reports of cross-sectional studies  
 Item 

No Recommendation 
Section 

Title and abstract 1 (a) Indicate the study’s design with a commonly used term in the 
title or the abstract 

5.0 

(b) Provide in the abstract an informative and balanced summary 
of what was done and what was found 

N/A 

Introduction  
Background/rationale 2 Explain the scientific background and rationale for the 

investigation being reported 
5.1 

Objectives 3 State specific objectives, including any prespecified hypotheses 5.1.1 

Methods  
Study design 4 Present key elements of study design early in the paper 5.2.1 

Setting 5 Describe the setting, locations, and relevant dates, including 
periods of recruitment, exposure, follow-up, and data collection 

5.2.3 

Participants 6 (a) Give the eligibility criteria, and the sources and methods of 
selection of participants 

5.2.2 

Variables 7 Clearly define all outcomes, exposures, predictors, potential 
confounders, and effect modifiers. Give diagnostic criteria, if 
applicable 

5.2.1 

Data sources/ 
measurement 

8*  For each variable of interest, give sources of data and details of 
methods of assessment (measurement). Describe comparability 
of assessment methods if there is more than one group 

5.2.1 

Bias 9 Describe any efforts to address potential sources of bias 5.2.4.1 

Study size 10 Explain how the study size was arrived at 5.2.3 

Quantitative 
variables 

11 Explain how quantitative variables were handled in the analyses. 
If applicable, describe which groupings were chosen and why 

5.2.4.1 

Statistical methods 12 (a) Describe all statistical methods, including those used to 
control for confounding 

5.2.4.1 

(b) Describe any methods used to examine subgroups and 
interactions 

5.2.4.1 

(c) Explain how missing data were addressed 5.2.4.1 

(d) If applicable, describe analytical methods taking account of 
sampling strategy 

N/A 

(e) Describe any sensitivity analyses 5.2.4.1 

Results  
Participants 13* (a) Report numbers of individuals at each stage of study—eg 

numbers potentially eligible, examined for eligibility, confirmed 
5.3.1 
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eligible, included in the study, completing follow-up, and 
analysed 

(b) Give reasons for non-participation at each stage 5.3.1 

(c) Consider use of a flow diagram Figure 5.3 

Descriptive data 14* (a) Give characteristics of study participants (eg demographic, 
clinical, social) and information on exposures and potential 
confounders 

5.3.1 

(b) Indicate number of participants with missing data for each 
variable of interest 

Per Table  

Outcome data 15* Report numbers of outcome events or summary measures Per Table, 
Section 
5.3 

Main results 16 (a) Give unadjusted estimates and, if applicable, confounder-
adjusted estimates and their precision (eg, 95% confidence 
interval). Make clear which confounders were adjusted for and 
why they were included 

Per Table, 
Section 
5.3 

(b) Report category boundaries when continuous variables were 
categorized 

Per Table, 
Section 
5.3 

(c) If relevant, consider translating estimates of relative risk into 
absolute risk for a meaningful time period 

N/A 

Other analyses 17 Report other analyses done—eg analyses of subgroups and 
interactions, and sensitivity analyses 

Per Table, 
Section 
5.3 

Discussion  
Key results 18 Summarise key results with reference to study objectives 5.5 

Limitations 19 Discuss limitations of the study, taking into account sources of 
potential bias or imprecision. Discuss both direction and 
magnitude of any potential bias 

5.5.1 

Interpretation 20 Give a cautious overall interpretation of results considering 
objectives, limitations, multiplicity of analyses, results from 
similar studies, and other relevant evidence 

5.5.2 and 
Chapter 6 

Generalisability 21 Discuss the generalisability (external validity) of the study results 5.5 and 
Chapter 6 

Other information  
Funding 22 Give the source of funding and the role of the funders for the 

present study and, if applicable, for the original study on which 
the present article is based 

N/A 
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