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Supplement 1 for 

The PRECIS-2 tool has good interrater reliability and modest discriminant 

validity 

Table 1 Trial protocols used for PRECIS-2 construct validity and reliability study
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Trial Intervention Comparator Study design 

1.  Tripathy P et al: Community mobilisation with 
women's groups facilitated by Accredited Social 
Health Activists (ASHAs) to improve maternal and 
newborn health in underserved areas of 
Jharkhand and Orissa: study protocol for a 
cluster-randomised controlled trial. Trials 2011, 
12:182. 

Improve maternal and newborn health 
in a participatory learning and action 
cycle where ASHAs support community 
women’s groups 

through a four-phase process in which 
they identify and prioritise local 
maternal and newborn health 
problems, implement strategies to 
address these and evaluate the result 

In common with intervention: 

1. Carry out at least one village 
health committee meeting about 
rights and entitlements in each 
village during the study period. 

2. Organise meetings with 
government officials and hospital 
management committees to 
inform the provision of 
appropriate care for mothers and 
newborns in facilities in the study 
districts. 

3. Carry out at least one meeting 
with ASHAs to strengthen their 
job motivation and help them 
further enhance their work 
performance. 

Cluster (5000 
population) 

Total - 30 

2.  Nose M, et al: Rationale and design of an 
independent randomised controlled trial 
evaluating the effectiveness of aripiprazole or 
haloperidol in combination with clozapine for 
treatment-resistant schizophrenia. Trials 
[Electronic Resource] 2009, 10:31. 

Clozapine plus aripiprazole 

 

Clozapine plus haloperidol Multi-centre, 
randomized, 
parallel-group, 
superiority 
trial 

3. Rhon DI, Boyles RE, Cleland JA, Brown DL: A 
manual physical therapy approach versus 
subacromial corticosteroid injection for 
treatment of shoulder impingement syndrome: a 

Manual physical therapy Subacromial corticosteroid injection 
(note: Both treatment options are 
standard-of-care interventions.) 

Single-centre 
2x5 Factorial 
Randomised 
controlled trial 
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Trial Intervention Comparator Study design 

protocol for a randomised clinical trial. BMJ Open 
2011, 1:e000137. 

4. Azuara-Blanco A, et al: The effectiveness of 
early lens extraction with intraocular lens 
implantation for the treatment of primary angle-
closure glaucoma (EAGLE): study protocol for a 
randomized controlled trial. Trials [Electronic 
Resource] 2011, 12:133. 

Early clear lens extraction with 
intraocular lens implantation 

Stepped approach of a combination of 
laser iridotomy surgery (to open the 
drainage angle) and medical treatment 
(to reduce intraocular pressure) 

Multi-centre 
randomised 
controlled trial 

5. Murphy DJ, et al: Study protocol. ECSSIT – 
Elective Caesarean Section Syntocinon Infusion 
Trial. A multi-centre randomised controlled trial 
of oxytocin (Syntocinon) 5 IU bolus and placebo 
infusion versus oxytocin 5 IU bolus and 40 IU 
infusion for the control of blood loss at elective 
caesarean section. BMC Pregnancy Childbirth 
2009, 9:36. 

An oxytocin bolus and infusion Intravenous slow bolus of oxytocin Multi-centre 
randomised 
controlled trial 

6. Abbott JH, et al: Exercise therapy, manual 
therapy, or both, for osteoarthritis of the hip or 
knee: a factorial randomised controlled trial 
protocol. Trials 2009, 10:11. 

Three interventions: 

(1) a supervised multi-modal exercise 

therapy programme 

(2) an individualised manual therapy 
programme 

(3) both exercise therapy and manual 

Therapy 

No physiotherapy, usual medical care and 
other health providers will be “usual 
care” 

Single centre 
2x2 Factorial 
randomised 
controlled trial 
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7. Fluid lavage of open wounds (FLOW): design 
and rationale for a large, multicenter 
collaborative 2 x 3 factorial trial of irrigating 
pressures and solutions in patients with open 
fractures. BMC Musculoskelet Disord 2010, 11:85. 

5 interventions: 

Soap - 80 mL of the clear liquid soap (Castile 
Soap, Triad Medical Inc. Franklin, Wisconsin 
- 17% concentration in de-ionized water 
preserved in 90 mL bottles) with a sterile 
syringe into a 3L bag of normal saline. 

1. soap + low pressure 

2. soap + gravity flow pressure 

3. soap + high pressure 

4. saline + low pressure 

5. saline + high pressure 

Normal saline group (control) will receive 
sterile normal saline provided in 3L bags 
with gravity flow pressure 

Multi-centre 
2x3 factorial 
randomised 
controlled trial 

8. Harvey LA, Dunlop SA, Churilov L, Hsueh YS, 
Galea MP: Early intensive hand rehabilitation 
after spinal cord injury ("Hands On"): a protocol 
for a randomised controlled trial. Trials 2011, 
12:14. 

Usual care plus early intensive hand 
rehabilitation 

Usual care - so will NOT receive any 
electrical stimulation to the target hand 
or upper limb nor will they be exposed to 
the instrumented exercise workstation. 

Multi-centre 
randomised 
controlled trial 

9. Dalum HS, Korsbek L, Mikkelsen JH, Thomsen K, 
Kistrup K, Olander M, Hansen JL, Nordentoft M, 
Eplov LF: Illness management and recovery (IMR) 
in Danish community mental health centres. 
Trials 2011, 12:195. 

Illness Management and Recovery 
(IMR) programme - a curriculum-based 
psychosocial intervention designed as 
structured programme with a recovery-
oriented approach. The aim of IMR is to 
rehabilitate people with severe mental 
illnesses by helping them acquire 
knowledge and skills in managing their 
illness and achieve personal recovery 
goals. 

Usual care - This means individual 
adapted interdisciplinary treatment 
including medication, individual support, 
occupational therapy, psycho-education 
and group therapy. 

Multi-centre 
randomised 
controlled trial 
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Trial Intervention Comparator Study design 

10. Sandercock P, et al: Third international stroke 
trial (IST-3) of thrombolysis for acute ischaemic 
stroke. Trials 2008, 9:37. 

'immediate rt-PA' -  recombinant tissue-
type plasminogen activator (Alteplase, 
Boehringer Ingelheim; or Activase, 
Genentech) in a total dose of 0.9 mg per 
kg of body weight up to a maximum of 
90 mg. Ten per cent of the dose is given 
as an intravenous bolus delivered over 
one minute followed by the rest of the 
infusion over the next 60 minutes. 

Control must avoid treatment with rt-PA 
and should receive stroke care in the 
same clinical environment as those 
allocated 'immediate rt-PA'. 

 

11. Bond J, et al: Protocol for north of England and 
Scotland study of tonsillectomy and adeno-
tonsillectomy in children (NESSTAC). A pragmatic 
randomised controlled trial comparing surgical 
intervention with conventional medical 
treatment in children with recurrent sore throats. 
BMC Ear Nose Throat Disord 2006, 6:13. 

Tonsillectomy and adeno-tonsillectomy Non-surgical conventional 

medical treatment only 

Multi-centre 
Randomised 
controlled trial 

 

12.  Nunn A, et al: Microbicides Development 
Programme: design of a phase III trial to measure 
the efficacy of the vaginal microbicide PRO 
2000/5 for HIV prevention. Trials 2009, 10:99. 

Two alternative concentrations of 
vaginal microbicide PRO 2000/5 gel, 
0.5% and 2%. 

 

Placebo – inactive gel indistinguishable 
from microbicide gel. 

Multi-centre 
randomised 
placebo-
controlled 
Phase III trial 

14. Heger U, Voss S, Knebel P, Doerr-Harim C, 
Neudecker J, Schuhmacher C, Faist E, Diener MK, 
Kieser M, Seiler CM, Buchler MW: Prevention of 
abdominal wound infection (PROUD trial, 
DRKS00000390): study protocol for a randomized 

Triclosan coated polydioxanone sutures Standard polydioxanone sutures Multicentre 
randomised 
controlled trial 
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controlled trial. Trials [Electronic Resource] 2011, 
12:245. 

15. Vass CD, Sahota O, Drummond A, Kendrick D, 
Gladman J, Sach T, Avis M, Grainge M: REFINE 
(Reducing Falls in In-patient Elderly)--a 
randomised controlled trial. Trials 2009, 10:83. 

Bedside chair and bed pressure sensors, 
incorporating a radio-paging alerting 
mode to alert staff to patients rising 
from their bed or chair 

Those without equipment sensors – in 
pilot nurses detected “dummy 
equipment so control group NO sensors. 

Single centre 
randomised 
control trial 
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