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Question 
 

“In adults with a reversed sleep-wake cycle, particularly those with dementia, how effective is 

Melatonin compared to treatment as usual, in improving sleep initiation, prolonging sleep and 

correcting the reversed sleep-wake pattern?” 

 

Clarification of question using PICO structure  

 

Patients: In adults with a reversed sleep-wake cycle, particularly those with dementia. 

Intervention: Melatonin. 

Comparator: Treatment as usual. 

Outcome: Improving sleep initiation, prolonging sleep and correcting the reversed sleep-wake 

pattern. 

 

Clinical and research implications 

Limited evidence, from one systematic review with methodological flaws, one additional small, poor 

quality RCT and one good quality RCT, suggests that melatonin, particularly when used in 

combination with bright light treatment, may be effective in improving symptoms of sleep 

disturbance in elderly patients with dementia. However, further high quality research is needed, in 

particular to explore the interaction between melatonin and bright light and its importance for 

treatment effectiveness. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



What does the evidence say? 

Number of included studies/reviews (number of participants) 

We identified one systematic review,1 and two additional RCTs,2,3 which were considered relevant to 

this evidence summary. The systematic review included four placebo controlled RCTs of melatonin 

treatment in people with dementia (total 243 participants) and five case series of melatonin 

treatment in people with dementia (total 87 participants).1 The two additional RCTs compared 

various combinations of melatonin, placebo and active and control light treatments.2,3 One trial 

included 56 participants, all of whom had a diagnosis of probable Alzheimer’s disease,2 and the other 

trial included 189 participants all but 17 of whom had a diagnosis of some form of dementia.3 All 

studies reported measures of sleep quality/duration and the systematic review1 and one RCT3 also 

reported some measures of mood and behaviour. 

 

Main Findings 

The systematic review found some limited evidence, from two RCTs and five case series, that 

treatment with melatonin may improve sundowning/agitated behaviour.1 However, evidence or 

effects on measures of sleep quality and daytime functioning was contradictory; four RCTs found no 

significant effect on actigraphic measures of sleep quality, though one of these trails found a 

significant treatment effect when sleep quality was assessed using sleep diaries,1 and one RCT found 

a significant improvement in actigraphic measures of daytime functioning associated with melatonin 

treatment.1 No numerical results were reported.1 Mixed model analysis from one of the additional 

RCTs indicated significant improvements in day time sleep, day time total activity score and 

day:night sleep ratio associated with treatment with melatonin + bright light compared to placebo + 

bight light or placebo + light control, but no significant difference between placebo + bight light and 

placebo + light control on any measure.2 There were no significant differences in night time sleep 

variables between the groups.2 Mixed-effects regression analysis from the second additional RCT 

indicated that long term treatment with bright light and melatonin was associated with relief of 

nocturnal restlessness increasing over time (1 minute per hour each year (95% CI: 0.26 to 1.78)) and 

increased sleep efficiency (3.5% (95% CI: 0.8% to 6.1%)).3 Bright light and melatonin also interacted 

to reduce average duration of brief nocturnal awakenings by 0.5 minutes per year (95% CI: 0.21 to 

0.85),3 and melatonin decreased sleep onset latency and increased sleep duration.3 However, it 

should be noted that this trail also observed negative effects of melatonin on mood and behaviour, 

which were not seen when melatonin was given in combination with light therapy.3 

 

Authors Conclusions 

One systematic review concluded that limited evidence suggests that melatonin may be effective for 

improving sundowning in patients with dementia. One small additional RCT found that light 

treatment alone did not improve night time sleep, daytime wake, or rest-activity rhythm, where as  

light treatment plus melatonin increased daytime wake time and activity levels and strengthened 

the rest–activity rhythm. A second additional RCT concluded that melatonin treatment should only 

be recommended in combination with light, in order to counter the observed negative effects of 

melatonin on mood. 

 

Reliability of conclusions/Strength of evidence 

There is limited evidence, from one systematic review with significant methodological weaknesses, 

that melatonin treatment may be effective in reducing sundowning/agitated behaviour in patients 

with dementa.1 The same review found limited and contradictory evidence with respect to the 



effects of melatonin on sleep quality and daytime functioning.1 One additional high quality RCT 

compared four combinations of melatonin, placebo, bright light treatment and control light 

condition and found that long term treatment with the combination of bright light and melatonin 

was associated with relief of nocturnal restlessness, increased sleep efficiency and reduced duration 

of brief nocturnal awakenings.3 This study recommended treatment with melatonin only in 

combination with bright light treatment because negative effects of melatonin on mood and 

behaviour were not seen when melatonin was given in combination with light.3 A second small, poor 

quality RCT compared melatonin in combination with bright light to placebo plus bright light and 

placebo plus control light condition.2 This study found that treatment with bright light alone was not 

effective, where as treatment with bright light plus melatonin was associated with improved day 

time sleep, day time total activity score and day:night sleep ratio.2 Overall, the limited available 

evidence suggests that melatonin, particularly when used in combination with bright light treatment, 

may be effective in improving symptoms of sleep disturbance in elderly patients with dementia. 

 

What do guidelines say? 

 

SIGN guidelines (CG86, 2006) for the treatment of dementia states the following; 

“Exogenous melatonin is not effective in reducing sleep disturbance associated with dementia. 
Melatonin treatment does not affect total time asleep, median number of awakenings or sleep 
efficiency in patients with dementia.” (pp. 18) 
 

In contrast with SIGN guidline, the limited evidence identified for in this summary suggests that 

melatonin, particularly when used in combination with bright light treatment, may be effective in 

improving symptoms of sleep disturbance in elderly patients with dementia. However, it should be 

noted that all studies included in this summary were published after the SIGN guideline. 

 

Date question received: 05/11/2013 

Date searches conducted: 08/11/2013 

Date answer completed: 18/11/2013 
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Results 

Systematic Reviews 

Author 

(year) 

Search 

Date 

Inclusion criteria Number of 

included 

studies 

Summary of results Risk of bias 

De 

Jonghe et 

al. (2010) 

Not 

specified; 

reported 

as 

“search 

was 

performe

d for the 

period 

1985-

April 

2009.” 

Participants 

Patients with dementia who were treated with 

melatonin. 

Intervention 

Melatonin; studies in which melatonin was 

used in combination with another intervention 

were excluded. 

Comparator 

The inclusion criteria did not specify a 

comparator. Four of the nine included studies 

were RCTs and all of these compared 

melatonin to placebo. The remaining five 

included studies were case series, with no 

comparator. 

Outcome 

The inclusion criteria did not specify outcome 

measures. The article reported that the 

following outcome measures were use din 

included studies: sundowning/agitated 

behaviour (CMAI, ABRS); sleep quality (SSPQ, 

VAS);day time functioning (ADAS-non cog, NPI-

Q). 

Study design 

The inclusion criteria did not specify study 

Nine 

studies, four 

RCTs with a 

total of 243 

participants 

and five 

case series 

with a total 

of 87 

participants 

were 

included in 

the review. 

The review aimed to study the effect of 

melatonin treatment on circadian rhythm 

disturbances in people with dementia. 

 

Participants in the four, placebo controlled 

RCTs were aged between 77 and 84 years, 

the duration of treatment was between 10 

days and 8 weeks and doses ranged from 1.5 

to 10 mg. One of the included RCTs was 

conducted in nursing home residents, one in 

hospital inpatients, one in a mixture of 

nursing home residents and people living at 

home and one in people living at home. 

Participants in the five case series were aged 

between 72 and 85 years, the duration of 

treatment was between 3 weeks and 35 

months and doses ranged from 3 to 9 mg. 

Four of the five case series did not report the 

residency status of participants; the 

remaining study was conducted in nursing 

home residents. 

 

Three RCTs and all five case series assessed 

The review stated a 

research objective, 

but inclusion 

criteria were not 

fully defined; no 

inclusion criteria 

were specified for 

comparator, 

outcome measures, 

or study design. 

 

Four bibliographic 

databases were 

searched for 

relevant studies. 

No language 

restrictions were 

applied and the 

bibliographies of 

identified studies 

were screened for 

additional articles; 

these measures 

reduce the 



design. Four RCTs and five case series were 

included in the review. 

sundowning/agitated behaviour using a 

variety of measures. Two of the three RCTs 

found a significant improvement in the 

melatonin group compared to the placebo 

and one found no significant treatment 

effect; no numerical data were reported. The 

two RCTs which reported a treatment effect 

used the Neuropsychiatric Inventory (NPI) 

and the Alzheimer’s Disease Assessment 

scale non-cognitive section (ADAS-cog) to 

assess outcome. The remaining RCT used the 

Agitated Behaviour Rating Scale (ABRS) and 

the Cohen-Mansfield Agitation Inventory 

(CMAI). The time point(s) at which outcomes 

were measured were not reported. The RCT 

which found no significant treatment effect 

was the shortest study (10 days) included in 

the review. All five case series found an 

improvement; three used clinical 

observation to assess outcome, one used 

bedtimes and one used the CMAI. 

Four RCTs and four case series assessed 

sleep quality using a variety of measures. All 

four of the RCTs used the actigraph to assess 

sleep quality and three found no significant 

treatment effect; one RCT also used a sleep 

diary to assess sleep quality and found a 

significant improvement, associated with 

likelihood of 

relevant studies 

being missed. 

 

Data were 

independently 

extracted by three 

reviewers, but it 

was not clear 

whether similar 

measures were 

applied to the 

study selection 

process, raising the 

possibility of 

greater potential 

for error and/or 

bias in this stage of 

the review process. 

 

No assessment of 

the methodological 

quality of included 

studies was 

reported. 

 

The results of 

included studies 

were summarised 

in a narrative 



melatonin treatment, on this measure. 

Three of the four case series reported an 

improvement, measured using actigraph, a 

visual analogue scale, or the Standard Sleep 

Pattern Questionnaire (SSPQ); the remaining 

case series assessed sleep quality using 

structured interview and sleep logs and 

found no improvement. No numerical data 

were reported. 

One RCT and three case series assessed 

daytime functioning using a variety of 

measures. The RCT found a significant 

improvement in daytime functioning, 

measured by the actiograph, associated with 

melatonin treatment. The three case series 

assessed daytime functioning using the 

actiograph, CMAI, or structured interviews 

and sleep log; none found an improvement. 

No numerical data were reported. 

synthesis. This 

approach was 

appropriate given 

the apparent 

heterogeneity of 

the studies. 

 

RCTs 

Author 

(year) 

Inclusion criteria Number of 

participants 

Summary of results Risk of bias 

Dowling et 

al. (2007) 

Participants 

Residents of two Californian long-term 

care facilities who had a diagnosis of 

probable Alzheimer’s disease (National 

n=56 The study aimed to assess whether the combination of 

melatonin and bright-light therapy is effective in treating 

rest– activity (circadian) disruption in institutionalised 

patients with Alzheimer’s disease. 

The study was 

reported as a 

randomised 

controlled 



Institute of Neurological and 

Communication Disorders and 

Stroke/Alzheimer’s Disease and Related 

Disorders Association Criteria), the ability 

to perceive light, a stable medication 

regimen and rest-activity disruptions (e.g. 

insomnia, frequent night time awakenings, 

wandering at night, unusually early 

morning awakenings, sundowning, and 

excessive daytime sleepiness). Potential 

participants were excluded if they had 

other neurological diagnoses (e.g., 

Parkinson’s disease) or were regularly 

taking valerian, melatonin, or sleeping 

pills. 

Intervention 

One hour morning light exposure for 10 

weeks (Monday to Friday) plus 5mg 

evening melatonin.  

Comparator 

Active comparator: One hour morning 

light exposure for 10 weeks (Monday to 

Friday) plus evening placebo.  

Control: Usual indoor light. 

Outcomes 

Night-time sleep variables; day sleep time, 

day activity, day:night sleep ratio and rest 

activity. Measured using actigraphy. 

 

The mean age of study participants was 86 years (range 60 to 

100) and the majority (86% of those completing the study) 

were female. Participant randomised to the control group 

were significantly younger than those in the active 

comparator (light exposure + placebo) group. The mean Mini 

Mental State Examination (MMSE) score of study participants 

was 9.3 ± 7.9 and there were no significant differences 

between the groups.  There were no significant differences 

between the intervention and active comparator groups in 

terms of light exposure received. 

 

Linear mixed-model analyses were used to assess differences 

between the groups from baseline to the end of the 

intervention. 

 

Day time sleep time decreased significantly (-66 minutes) in 

the intervention group and increased significantly in the 

active comparator (+25 minutes) and control (+50 minutes) 

groups. There was a significant increase in daytime total 

activity score in the intervention group and a decrease in the 

control group. Day:night sleep ratio also improved 

significantly in the intervention group. Mixed model analysis 

indicated significant improvements in the intervention group 

compared to the control and active comparator groups, for 

day time sleep, day time total activity score and day:night 

sleep ratio, but no significant difference between the active 

comparator and control on any measure. There were no 

significant differences in night time sleep variables between 

the groups. 

trial, but no 

details of the 

randomisation 

procedure, or 

allocation 

concealment 

were 

reported. 

 

Study staff, 

nursing home 

staff, and 

participants 

were all 

blinded to 

melatonin 

treatment 

group 

assignment. 

The nature of 

the 

intervention 

precluded 

blinding of 

nursing home 

staff and 

participants to 

control group 

allocations 

and it was not 



 

There was also evidence of significantly improved rest-

activity rhythm (amplitude and goodness of fit to the Cosinor 

model) in the intervention group compared to the active 

comparator and control groups. There were no significant 

differences between the active comparator and control 

groups on any measure.  

 

clear whether 

outcomes 

were assessed 

blind. 

 

Six 

participants 

did not 

complete the 

study and 

appear to 

have been 

excluded from 

the analyses. 

 

Data were 

reported for 

all specified 

outcome 

measures. 

Riemersma-

van der Lek 

et al. (2008) 

Participants 

Residents in 12 Dutch homes for the 

elderly. Exclusion criteria were: use of 

monoamine oxidase inhibitors; long-term 

use of non-steroidal anti-inflammatory 

drugs; severe liver or kidney dysfunction; 

aphakia. 

Intervention 

Melatonin 2.5 mg plus bright light therapy  

Comparators 

n=189 

 

The study aimed to assess the effectiveness of long term 

treatment with bright light and melatonin in moderating 

cognitive decline and depression and relieving behavioural, 

functional and sleep disturbance symptoms. 

 

The mean age of study participants was 85.8 ± 5.5 years and 

90% were female. All but 17 of the participants had a 

diagnosis of a form of dementia; 120 met the NINCDS-ADRDA 

criteria for probable Alzheimer’s disease, 20 met the DSM-IV 

criteria for vascular dementia, and 24 were diagnosed with 

Locations 

were 

randomly 

assigned to 

one of two 

light 

conditions 

(bright light 

and non-

active) and 



Active comparator 1: Placebo plus bright 

light therapy  

Active comparator 2: Melatonin 2.5 mg 

plus  non-active light condition 

Control: Placebo plus non-active light 

condition 

Outcomes 

Cognitive performance (MMSE), mood 

(CSDD), self-esteem (PGCARS), withdrawn 

behaviour (MOSES), severity and resulting 

distress of psychopathological behaviours 

(NPI-Q), agitated behaviour (CMAI), 

limitations of activities of daily living (NI-

ADL), sleep activity and patterns 

(actigraphy and staff report). 

other types of dementia. There were no apparent differences 

in baseline characteristics, or Therapeutic Environment 

Screening Scale (TESS) scores between the groups. 

Participants were assessed at baseline and 6 weeks, and 

subsequently every 6 months for up to 3.5 years (mean 15 ± 

12 months). 

 

The intervention condition (bright light and melatonin) 

relieved nocturnal restlessness with an effect that increased 

over time (1 minute per hour each year (95% CI: 0.26 to 

1.78)). The intervention condition also increased sleep 

efficiency by 3.5% (95% CI: 0.8% to 6.1%). Melatonin 

shortened sleep onset latency by 8.2 minutes (95% CI: 1.08 to 

15.38) and increased sleep duration by 27 minutes (95% CI: 9 

to 46). Light and melatonin interacted to reduce average 

duration of brief nocturnal awakenings by 0.5 minutes per 

year (95% CI: 0.21 to 0.85). Melatonin increased the mean 

duration of uninterrupted sleep by 5.8 minutes (95% CI: 1.0 

to 10.6). 

 

Data were also reported for measures of cognition, mood, 

behaviour and activities or daily living (not included in the 

PICO criteria for this evidence summary). However, it should 

be noted that melatonin treatment adversely effected mood 

(Philadelphia Geriatric Centre Affect Rating Scale (PGCARS)) 

and increased withdrawn behaviour and these effects were 

not seen where melatonin was given in combination with 

light. 

 

 

participants 

were 

randomly 

assigned to 2.5 

mg melatonin 

or placebo. 

Randomisation 

was 

performed by 

a research 

assistant not 

involved in the 

study and 

codes were 

concealed. 

 

Allocation of 

melatonin was 

reported as 

double blind, 

but 

participants 

and care home 

staff could not 

be blinded to 

light condition.  

 

Outcome 

assessments 

were 



 performed 

blind to 

treatment 

allocation. 

 

Mixed-effects 

regression 

analysis was 

used, due to 

the variable 

number of 

observations 

at different 

time points. 

 

Data were 

reported for 

all specified 

outcome 

measures. 

 



Risk of Bias: SRs 

 

Author (year) Risk of Bias 

Inclusion criteria Searches Review Process Quality 

assessment 

Synthesis 

De Jonghe et 

al. (2010)     ?   

 

RCTs 
Study RISK OF BIAS 

Random 

allocation 

Allocation 

concealment 

Blinding of 

participants and 

personnel 

Blinding of 

outcome 

assessment 

Incomplete 

outcome data 

Selective 

Reporting 

Dowling et al. 

(2007)   ?   ?     

Riemersma-

van der Lek et 

al. (2008)       

 

Low Risk High Risk   ? Unclear Risk  

 

 



Search Details 

Source Search Strategy Number 

of hits 

Relevant 

evidence 

identified 

SRs and Guidelines 

NICE Dementia and Melatonin  6 1 

DARE  (melatonin OR circadin) IN DARE 30 Delete  

 2 (N-acetyl-5-methoxytryptamine) IN DARE 1 Delete  

 3 MeSH DESCRIPTOR Melatonin EXPLODE ALL TREES 23 Delete  

 4 #1 OR #2 OR #3 37 Delete  

 5 (sleep*) IN DARE 504 Delete  

 6 (circadian*) IN DARE 32 Delete  
 7 MeSH DESCRIPTOR Sleep Disorders, Circadian Rhythm EXPLODE ALL TREES 9 
Delete  

 8 MeSH DESCRIPTOR Sleep-Wake Transition Disorders EXPLODE ALL TREES 0 Delete  

 9 MeSH DESCRIPTOR Sleep EXPLODE ALL TREES 53 Delete  
 10 MeSH DESCRIPTOR Sleep Disorders, Circadian Rhythm EXPLODE ALL TREES 9 
Delete  

 11 MeSH DESCRIPTOR Chronobiology Disorders EXPLODE ALL TREES 10 Delete  

 12 MeSH DESCRIPTOR Circadian Rhythm EXPLODE ALL TREES 23 Delete  

 13 #5 OR #6 OR #7 OR #8 OR #9 OR #10 OR #11 OR #12 542 Delete  

 14 #4 AND #13 18 Delete  

 15 #4 AND #13  
 

18 1 

Primary studies 

CENTRAL   MeSH descriptor: [Sleep Disorders] explode all trees   4000    

  #2 MeSH descriptor: [Sleep Initiation and Maintenance Disorders] explode all trees   

1219    

5   



  #3 Enter terms for search  sleep wake cyclesleep wake cycle   231          

  #4 Enter terms for search sleep patternsleep pattern   1315          

  #5 Enter terms for search sleep disturbancesleep disturbance   1978          

  #6 Enter terms for search sleep initiationsleep initiation   1558          

  #7 Enter terms for search #1 or #2 or #3 or #4 or #5 or #6#1 or #2 or #3 or #4 or #5 or 

#6   6407          

  #8 MeSH descriptor: [Melatonin] explode all trees 641    

  #9 Enter terms for search melatoninmelatonin   1018          

  #10 Enter terms for search #8 or #9#8 or #9   1018          

  #11 Enter terms for search  #7 and #10#7 and #10   322     Central only 270     

  #12 MeSH descriptor: [Dementia] explode all trees 3477    

#13Enter terms for searc#11 and #12 10 Central only 5 

PsycINFO . 45. PsycINFO; SLEEP/ OR SLEEP DISORDERS [+NT]/ OR SLEEP ONSET/ OR SLEEP WAKE 

CYCLE/; 21287 results.  

46. PsycINFO; "sleep-wake cycle".ti,ab; 811 results.  

47. PsycINFO; "sleep pattern".ti,ab; 430 results.  

48. PsycINFO; (sleep adj3 disturb*).ti,ab; 5885 results.  

49. PsycINFO; (sleep adj3 initiation).ti,ab; 122 results.  

50. PsycINFO; 45 OR 46 OR 47 OR 48 OR 49; 24363 results.  

51. PsycINFO; MELATONIN/; 2183 results.  

52. PsycINFO; melatonin.ti,ab; 2910 results.  

53. PsycINFO; 51 OR 52; 2978 results.  

30 (with 

dementia 

no RCT 

filter) 

 



54. PsycINFO; 50 AND 53; 674 results.  

55. PsycINFO; exp DEMENTIA/; 49949 results.  

56. PsycINFO; 50 AND 53 AND 55; 30 results.  

57. PsycINFO; CLINICAL TRIALS/; 7105 results.  

58. PsycINFO; random*.ti,ab; 123891 results.  

59. PsycINFO; groups.ti,ab; 354383 results.  

60. PsycINFO; (double adj3 blind).ti,ab; 17368 results.  

61. PsycINFO; (single adj3 blind).ti,ab; 1339 results.  

62. PsycINFO; EXPERIMENTAL DESIGN/; 8836 results.  

63. PsycINFO; controlled.ti,ab; 77140 results.  

64. PsycINFO; (clinical adj3 study).ti,ab; 7596 results.  

65. PsycINFO; trial.ti,ab; 65213 results.  

66. PsycINFO; "treatment outcome clinical trial".md; 25196 results.  

67. PsycINFO; 57 OR 58 OR 59 OR 60 OR 61 OR 62 OR 63 OR 64 OR 65 OR 66; 547446 

results.  

68. PsycINFO; 54 AND 67; 209 results.  

69. PsycINFO; 68 [Limit to: (Empirical Human Populations Adulthood 18+ years) and 

(Age Groups 300 Adulthood age 18 yrs and older)]; 133 results. 

Embase 14. EMBASE; exp SLEEP INITIATION AND MAINTENANCE DISORDERS/; 40013 results.  

15. EMBASE; exp SLEEP DISORDERS/; 122335 results.  

16. EMBASE; "sleep wake cycle".ti,ab; 2155 results.  

17. EMBASE; "sleep pattern".ti,ab; 1228 results.  

18. EMBASE; (sleep adj3 disturb).ti,ab; 178 results.  

19. EMBASE; (sleep adj3 initiation).ti,ab; 352 results.  

20. EMBASE; 14 OR 15 OR 16 OR 17 OR 18 OR 19; 124677 results.  

21. EMBASE; MELATONIN/; 22900 results.  

22. EMBASE; melatonin.ti,ab; 20124 results.  

23. EMBASE; 21 OR 22; 25397 results.  

24. EMBASE; 20 AND 23; 3811 results.  

25. EMBASE; exp DEMENTIA/; 218428 results.  

40 with 

dementia 

(with 

RCT 

filter) 

 



26. EMBASE; 24 AND 25; 387 results.  

27. EMBASE; random*.ti,ab; 856007 results.  

28. EMBASE; factorial*.ti,ab; 21978 results.  

29. EMBASE; (crossover* OR cross-over*).ti,ab; 68421 results.  

30. EMBASE; placebo*.ti,ab; 196945 results.  

31. EMBASE; (doubl* ADJ blind*).ti,ab; 141546 results.  

32. EMBASE; (singl* ADJ blind*).ti,ab; 14056 results.  

33. EMBASE; assign*.ti,ab; 234042 results.  

34. EMBASE; allocat*.ti,ab; 80532 results.  

35. EMBASE; volunteer*.ti,ab; 174605 results.  

36. EMBASE; CROSSOVER PROCEDURE/; 38906 results.  

37. EMBASE; DOUBLE BLIND PROCEDURE/; 118541 results.  

38. EMBASE; RANDOMIZED CONTROLLED TRIAL/; 359603 results.  

39. EMBASE; SINGLE BLIND PROCEDURE/; 18485 results.  

40. EMBASE; 27 OR 28 OR 29 OR 30 OR 31 OR 32 OR 33 OR 34 OR 35 OR 36 OR 37 OR 

38 OR 39; 1383812 results.  

41. EMBASE; 24 AND 40; 633 results.  

42. EMBASE; 41 [Limit to: Exclude MEDLINE Journals and (Human Age Groups Adult 18 

to 64 years or Aged 65+ years)]; 27 results.   

44. EMBASE; 26 AND 40; 40 results. 

Medline 1. MEDLINE; exp SLEEP INITIATION AND MAINTENANCE DISORDERS/; 9196 results.  
2. MEDLINE; exp SLEEP DISORDERS/; 62752 results.  
3. MEDLINE; "sleep wake cycle".ti,ab; 1710 results.  
4. MEDLINE; "sleep pattern".ti,ab; 893 results.  
5. MEDLINE; (sleep adj3 disturb).ti,ab; 114 results.  
6. MEDLINE; (sleep adj3 initiation).ti,ab; 243 results.  
7. MEDLINE; 1 OR 2 OR 3 OR 4 OR 5 OR 6; 64578 results.  
8. MEDLINE; MELATONIN/; 15235 results.  
9. MEDLINE; melatonin.ti,ab; 17439 results.  
10. MEDLINE; 8 OR 9; 18969 results.  
11. MEDLINE; 7 AND 10; 1670 results.  

61 with 
dementia 
(without 
RCT 
filter) 

 



12. MEDLINE; exp DEMENTIA/; 122068 results.  
13. MEDLINE; 11 AND 12; 61 results.  
14. MEDLINE; "randomized controlled trial".pt; 389904 results.  
15. MEDLINE; "controlled clinical trial".pt; 89890 results.  
16. MEDLINE; randomized.ab; 305484 results.  
17. MEDLINE; placebo.ab; 163765 results.  
18. MEDLINE; "drug therapy".fs; 1765672 results.  
19. MEDLINE; randomly.ab; 216139 results.  
20. MEDLINE; trial.ab; 321508 results.  
21. MEDLINE; groups.ab; 1372955 results.  
22. MEDLINE; 14 OR 15 OR 16 OR 17 OR 18 OR 19 OR 20 OR 21; 3425543 results.  
23. MEDLINE; 11 AND 22; 923 results.  
24. MEDLINE; 23 [Limit to: (Age Groups Adult 19 to 44 years or Young Adult and Adult 
19-24 and 19-44 or Middle Age 45 to 64 years or Middle Aged 45 plus years or All Aged 
65 and Over or Aged 80 and Over)]; 441 results. 

Summary NA NA  
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