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eTable 1. Characteristics of the participants* in the international stakeholder 
survey, Delphi survey, and consensus meeting.   

 
Participants ISOQOL 

Taskforce 
(n=21) 

Stakeholder Survey 
(n=138) 

Delphi 
Survey 
(n=99) 

Consensus 
meeting 
(n=29) 

Role n(%) 

Clinician 2(10) 40(29) 30(30) 11(38) 

Clinical Trialist/health-
related 
academic/researcher 

11(52) 85(62) 57(58) 17(59) 

Health Economist 0(-) 19(14) 6(6) 1(3) 

Statistician 4(19) 27(20) 21(21) 4(14) 

Trial Methodologist 5(24) 32(23) 25(25) 12(41) 

Trial Manager/coordinator 3(14) 17(12) 5(5) 1(3) 

Data manager/coordinator 0(-) 16(12) 2(2) 1(3) 

Research 
Nurse/Therapist 

0(-) 8(6) 
5(5) 0(0) 

Patient Advocate 0(-) 12(9) 15(15) 3(10) 

Expert advisor PRO in 
trials 

9(43) 27(20) 
34(34) 11(38) 

Psychometrician 4(19) 19(14) 23(23) 5(17) 

Funder 0(-) 1(1) 6(6) 3(10) 

Industry Representative 1(5) 12(9) 3(3) 2(7) 

Journal Editor 1(5) 7(5) 18(18) 9(31) 

Policy Maker 0(-) 3(2) 10(10) 7(24) 

Ethicist/Member of ethical 
review panel 

1(5) 14(10) 15(15) 5(17) 

Evidence synthesis 
researcher 

1(5) 21(15) 
12(12) 2(7) 

Regulator 0(-) 2(1) 7(7) 5(17) 

Other 2(10) 17(12) 16(16) 2(7) 

Years experience in clinical trials n(%) 

Less than 1 year 0(-) 15(11) 2(2) 0(-) 

1 to 5 years 1(7) 30(22) 9(9) 2(7) 

6 to 10 years 2(13) 30(22) 12(12) 2(7) 

More than 10 years 12(80) 61(45) 74(76) 24(86) 

Years experience in PRO protocol development n(%) 

Less than 1 year 1(6) 9(7) 9(10) 3(11) 

1 to 5 years 2(13) 45(34) 20(21) 4(14) 

6 to 10 years 3(19) 34(26) 14(15) 3(11) 

More than 10 years 10(63) 45(34) 52(55) 18(64) 

No of clinical trial protocols developed or evaluated n(%) 

Less than 10 2(13) 58(42) 25(26) 5(18) 

11 to 20 5(33) 21(15) 17(18) 4(14) 

21 to 30 2(13) 21(15) 10(10) 2(7) 

More than 30 6(40) 37(27) 45(46) 17(61) 

Clinical areas represented by participants n(%) 

Burns and plastics 1(6) 0(0) 1(1) 1(3) 

Cardiology 2(13) 10(7) 9(9) 5(17) 

Care of the elderly 1(6) 14(10) 9(9) 4(14) 

Dementia 1(6) 12(9) 4(4) 2(7) 

Dermatology 1(6) 3(2) 5(5) 2(7) 

Emergency 
Medicine/Trauma 

1(6) 2(1) 1(1) 0(-) 

Endocrinology 2(13) 7(5) 5(5) 0(-) 

Gastroenterology 1(6) 10(7) 10(10) 4(14) 

General Practice 0(-) 12(9) 6(6) 4(14) 



 
Participants ISOQOL 

Taskforce 
(n=21) 

Stakeholder Survey 
(n=138) 

Delphi 
Survey 
(n=99) 

Consensus 
meeting 
(n=29) 

Haematology 3(19) 11(8) 12(12) 4(14) 

Neonatal Care 0(-) 3(2) 2(2) 0(-) 

Neurology 0(-) 20(15) 10(10) 0(-) 

Neurosurgery 0(-) 2(1) 3(3) 1(3) 

Obstetrics & Gynaecology 0(-) 6(4) 3(3) 1(3) 

Oncology 12(75) 61(44) 56(57) 19(66) 

Orthopaedics 2(13) 17(12) 4(4) 0(-) 

Paediatrics 0(-) 17(12) 8(8) 1(3) 

Palliative Care 2(13) 11(8) 16(16) 6(21) 

Public Health 0(-) 25(18) 7(7) 2(7) 

Rehabilitation 1(6) 16(12) 11(11) 1(3) 

Renal Medicine 1(6) 7(5) 1(1) 0(-) 

Respiratory Medicine 1(6) 10(7) 7(7) 1(3) 

Rheumatology 2(13) 14(10) 17(17) 2(7) 

Surgery 4(25) 12(9) 15(15) 7(24) 

Sports & exercise 
Medicine 

0(-) 5(4) 2(2) 0(-) 

Other 1(6) 31(22) 17(17) 3(10) 

*Note participants could have more than one role or area of clinical expertise.



eFigure 1. Flow diagram Methods and participants involved in the development of 
the SPIRIT-PRO Extension, including the numbers of candidate items considered at 
each step.  
  

 
 
 
 
 
 
 
 

Systematic Review of existing PRO-specific 
protocol guidance

PRO specific protocol recommendations 
extracted from 54 publications

n=162 items

Review by ISOQOL Taskforce

21 PRO experts reviewed 162 candidate items. 
List was refined by removing duplicates, 
merging similar items to produce list for 

Stakeholder and Delphi surveys

n=56 items

International Stakeholder Survey

138 participants voted on 56 items

n=33 items

included where PRO is a primary outcome 

(n=5 when secondary outcome).

International Delphi Survey Round 1 

99 participants voted on 56 items

n=35 items

included where PRO is a primary outcome 

(n=5 when secondary outcome).

International Delphi Survey Round 2

99 participants voted on 56 items

n=35

where PRO is a primary outcome 

(n=5 when secondary outcome).

SPIRIT-PRO  Operations Group

Made recommendations for n=56 items

(for decision rules, see Figure 2)  and 
proposed refined wording for clarity and 

conciseness

n= 10  recommended extensions (comprising 
25 items)

n=6 recommended elaborations

Consensus Meeting & Consultation

29 Delegates considered 

n=56 items

anonymously voted on recommended 
elaborations, extensions and exclusions

SPIRIT-PRO Extension

n=16 items

11 extensions

5 elaborations

Additional evidence reviewed by SPIRIT-PRO Executive

1) Whether the item was captured by SPIRIT 2013

2) Evidence of current practice based on :

review of protocols from NIHR HTA program (n=75), NIHR portfolio cancer 
trials (n=106) and international ovarian cancer protocols (n=26)



eFigure 2. Decision rules used by the Operations Team to inform proposals at 
the SPIRIT-PRO international consensus meeting  
 
*One item which Delphi participants noted lacked clarity on wording and >60% scored 1-9 was also 
considered. 

 
 
 

 

 


