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Collecting data: exercise
This exercise can be completed alone, in pairs, or in small groups.

1. Read the trial reports on ‘Caffeine for daytime drowsiness’
Attached are eight study abstracts to be included in the review, ‘Caffeine for daytime drowsiness’. These abstracts are similar to the papers you might find in the literature search for your review (although for a real review you will need to consult the full text of the paper for data collection).

For this exercise, read through the abstracts to identify the data for collection.

2. Extract data for the dichotomous outcome ‘Headache’

Find all the data reported about headaches in the eight trial reports. Enter the data in the following table:

	Study
	Caffeine
	Control

	
	Events
	N
	Events
	N

	Amore-Coffea 2000
	2
	31
	10
	34

	Deliciozza 2004
	10
	40
	9
	40

	Kahve-Paradiso 2002
	Not reported

	Mama-Kaffa 1999
	12
	53
	9
	61

	Morrocona 1998
	3
	15
	1
	17

	Norscafe 1998
	19
	68
	9
	64

	Oohlahlazza 1998
	4
	35
	2
	37

	Piazza-Allerta 2003
	8
	35
	6
	37


Did you find any data you could not enter into the table? If so, enter here:

	Study
	Data

	
	

	
	

	
	


Do you have any questions about the data? If so, note them here:

 SHAPE  \* MERGEFORMAT 




3. Extract data for the continuous outcome ‘Irritability’

Find all the data reported about irritability in the eight trial reports. First, find all the data that are:

· measured at 30 minutes after the intervention

· measured using the INAS scale

Enter the data in the following table:

	Study
	Caffeine
	Control

	
	Mean
	SD
	N
	Mean
	SD
	N

	Amore-Coffea 2000
	Reported as Mean Difference 15.10 (SE 8.64)

	Deliciozza 2004
	20.0
	2.4
	40
	30.0
	3.2
	40

	Kahve-Paradiso 2002
	20.0
	9.1
	65
	30.0
	8.6
	67

	Mama-Kaffa 1999
	-17.0
	9.2
	58
	-7.0
	5.1
	61

	Morrocona 1998
	18.0
	13.2
	15
	31.0
	16.1
	17

	Norscafe 1998
	19.0
	15.5
	68
	36.0
	17.3
	64

	Oohlahlazza 1998
	20.0
	22.2
	35
	30.0
	22.1
	37


Now, find all the data on irritability that are:

· measured at 30 minutes after the intervention

· measured on the BII scale

	Study
	Caffeine
	Control

	
	Mean
	SD
	N
	Mean
	SD
	N

	Morrocona 1998
	21.0
	3.2
	15
	10.0
	4.2
	17

	Piazza-Allerta 2003
	21.0
	3.2
	35
	10.0
	4.2
	37

	
	
	
	
	
	
	


Did you find any data you could not enter into the table? If so, enter here:

	Study
	Data

	
	

	
	

	
	


Do you have any questions about the data? If so, note them here:

· Data is also measured at 60 minutes in some studies (Kahve-Paradiso, Mama-Kaffa, Morrocona, Norscafe, Oohlahlazza).

· Note that authors should have pre-specified process for selecting appropriate timepoints and should not select on the basis of the results.

· Outcome reported as mean difference (Amore-Coffea)
· could be combined with others using GIV outcome type

· Unlabelled SD (Deliciozza)

· Could be SE – much smaller than other SDs. Should contact the authors to confirm.

· Use the RM5.1 Calculator to recalculate SDs and update the table. New values are caffeine: 15.18 and decaf: 20.24. Check recalculated P value against abstract (P = 0.01).
· Skewed data (Oohlahlazza)

· Change score (Mama-Kaffa)

· can be combined with the other (post-intervention) scores

· the post-intervention score could be calculated from the baseline and change scores, but the SD of the post-intervention score would have to be imputed.

· Different scales:

· BII scale data can be combined with others using SMD, provided change score is removed.

· Choice must be made as to which scale to use for Morrocona – consistency is good, unless BII is a more valid measure.

· Note that consideration of this issue is recommended at the protocol stage to identify a plan in the event that a choice must be made between two available measures, e.g. preference for post-intervention scores,  selection of the most valid measure, or selection of the most conservative or median effect estimate. Do not select on the basis of results as this will introduce bias.

· BII scale runs in opposite direction, must add multiple mean (not SD or N) by -1.

Additional features
The following features are available in the data should trainers’ wish to use them, although they are not explicitly demonstrated in this exercise.

· Additional dichotomous outcomes:

· Gastrointestinal irritation, sleep disruption (Mama-Kaffa, Moroccona, Oohlahlazza, Piazza-Alerta)

· anxiety, heart palpitations (Mama-Kaffa, Moroccona, Piazza-Alerta)

· Additional continuous outcomes:

· fatigue (Deliciozza, Kahve-Paradiso, Mama-Kaffa, Morrocona, Oohlahlazza, Piazza-Alerta)

· reaction time (Deliciozza – reporting significance only, Kahve-Paradiso, Morrocona, Piazza-Alerta)

· depression (Morrocona)

· drowsiness (including two different scales VAS/LARS, 0-100mm) (Kahve-Paradiso, Mama-Kaffa, Morrocona, Oohlahlazza)

· Data at multiple timepoints

· continuous measures available at 30 or 60 minutes.

· Ordinal outcome of sleepiness 

· dichotomised (Deliciozza)

· ordinal categories (Kahve-Paradiso, Oohlahlazza)

· Time-to-event outcome of time to headache, reported as hazard ratio (Amore-Coffea, Deliciozza, Norscafe)

· could be meta-analysed using GIV outcome type

· effect measures must be converted to the log scale (logarithms should be taken to base ‘e’) before using generic inverse variance method (2) -- log (hazard ratio and its SE.)
	Trail
	HR
	95% CI HR
	Log (HR)
	SElog (HR)

	Amore-Coffea
	1.04
	(0.72, 1.51)
	0.04
	0.19

	Deliciozza
	0.89
	(0.69, 1.14)
	-0.12
	0.13

	Norscafe
	0.94
	(0.60, 1.48)
	-0.06
	0.23


Note : SElog (HR) = [log(upper limit) - log(lower limit)] / 3.92
Caffeine and day time drowsiness in adults

Amore-Coffea JW

June 12 2000
	Methods

65 participants who complained of regular day time drowsiness were recruited from a metropolitan area in Melbourne. They were all aged between 20 and 55 years and regularly drank coffee (>2 cups per day). Participants were excluded if they had scores of less than 50 on a VAS measure of fatigue. After consenting to the study they were randomized to two groups. One group received a café latte with 100 mg of caffeine added, and the other received an identical-tasting decaffeinated cafè latte. Outcome measures were fatigue (measured on a VAS scale) and irritability (measured on the Irritability Negative Affectivity Subscale (INAS)).  Changes from baseline to 30 minutes post treatment on the VAS fatigue and INAS total scores were compared between treatment groups using an analysis of covariance model that included study treatment group, age group and baseline effects. Time to onset of headache was recorded if participants experienced this side effect within 24 hours of the intervention.

Results

Participants who drank caffeinated café lattes experienced a statistically significant greater improvement in irritability than those who had decaffeinated cafè lattes (mean difference 15.10 (SE 8.64), p <0.01).

Headaches were reported by 2 out of 31 participants from the caffeine group and 10 out of 34 participants from the decaffeinated group. There was no statistically significant difference in the time to onset of headache (HR 1.04, 95% CI (0.72, 1.51)).



Abstracts of the Fourth International Conference on Daytime Drowsiness
[image: image6.jpg]
	Presented November 17-22, 2004, Sydney, Australia.

	1 Caffeine improves attention and irritability in adults

        Deliciozza S, Markus T, Philips N 
    Study Objective: The aim of the study was to investigate the effect of a caffeinated beverage (brewed coffee) compared to a decaffeinated beverage on alertness, fatigue and irritability in adults (>18 years) who regularly used caffeine to eliminate these symptoms. 80 participants were randomized to either a cup of coffee (containing 100 mg of caffeine) (n=40) or to decaffeinated coffee (n=40) using a computer generated random number sequence. 

    Results: Results at 30 minutes following ingestion of coffee (at 10 am) indicated that caffeine was useful for reducing fatigue, as measured on a visual analogue scale (caffeine group 55 (5.5), decaffeinated group 70 (4.8), p = 0.04) and irritability measured on the INAS (caffeine group 20 (2.4); decaffeinated group 30 (3.2), p = 0.01). There was no statistically significant effect on alertness at 30 minutes as measured by a reaction time test.      Furthermore, there was no statistically significant difference in the level of sleepiness between the two groups as measured on the C-Esta Sleepiness Scale by trial personnel (caffeine group: 19 alert/focused, 21 sleepy; decaffeinated group: 17 alert/focused, 23 sleepy). After 24 hours, 10 participants in the caffeinated group reported headache and 9 participants in the decaffeinated group reported headache. The risk of headache was lower in the decaffeinated group but this was not statistically significant (HR 0.89, 95% CI (0.69, 1.14)). 

    Conclusions: The authors conclude that caffeinated beverages may be effective in reducing subjective feelings of fatigue and irritability but may not have a significant effect on cognitive correlates.


TREATMENT

The effects of caffeine on alertness in nurses 

Kahve-Paradiso Caffeine Research Group 2002

[image: image7.emf]
	METHODS

	[image: image2.emf]
	Trial design: Nurses (N=132) were allocated to the two groups by whether they had an odd or even employee number. A cup of decaffeinated plunger coffee with 100 mg caffeine administered to the treatment group was identical to a cup of decaffeinated plunger coffee administered to the control group in terms of taste and texture.

	[image: image3.emf]
	Participants: Nurses who regularly worked night shifts as well as day shifts (i.e. a mixture) in rural hospitals were asked to participate due to their high use of caffeine. They were aged between 18 and 40 years (mean 23 (12.5)) and reported day time drowsiness (defined by trial personnel as scores of over 60 on a VAS measure of tiredness and drowsiness). Most of the participants were female (female 100, male 32). All participants were caffeine drinkers who drank at least 5 cups of coffee or tea a day (range 5-12) and were asked to abstain from coffee for the 12 hours prior to the ingestion of experimental or control cup of coffee. Participants were all required to have undertaken at least two night shifts within 5 days of the administration of the trial dose of caffeine. They were all working on a day shift that began at 7am. 

	[image: image4.emf]
	Intervention and control: A cup of decaffeinated plunger coffee was prepared for participants in both groups. For the experimental group, 100 mg of caffeine was added to their coffee before ingestion. Administration of coffee was within the first hour of the work shift.  
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	Outcomes: The primary outcome was alertness measured by a reaction time test. Secondary measures included Visual Analogue Scales measuring fatigue and drowsiness, measures of irritability including the Irritability Negative Affectivity Scale (INAS) and self-rated level of sleepiness as measured by the C-Esta Sleepiness Scale (CESS). Fatigue, drowsiness and irritability were evaluated by a self-assessment questionnaire. Each participant was interviewed and their level of sleepiness (CESS) was rated by an investigator who was not aware whether the participant was allocated to the experimental group or control group.

	RESULTS


	Table 1: Reaction time, irritability, tiredness and drowsiness 

	
	Measurement Time Period

	
	Pre-ingestion
	30 minutes
	60 minutes

	
	Caffeine
	Decaf
	Caffeine
	Decaf
	Caffeine
	Decaf

	
	(n=65)
	(n=67)
	(n=65)
	(n=67)
	(n=65)
	(n=67)

	RT
	0.1587 (0.0148)
	0.1674 (0.0158)
	0.1437 (0.0141)
	0.1451 (0.0082)
	0.1362 (0.0135)
	0.1458 (0.0128)

	INAS
	37 (8.1)
	37 (9.3)
	20 (9.1)
	30 (8.6)
	22 (9.1)
	33 (9.2)

	VAS fatigue
	87 (35.8)
	83 (37.7)
	68 (30.4)
	70 (35.6)
	38 (28.3)
	63 (31.5)

	VAS drowsiness
	57 (28.5)
	65 (27.6)
	46 (22.3)
	55 (20.8)
	25 (16.7)
	58 (28.3)

	Note:
Means and Standard Deviations are presented

RT: Reaction time test (milliseconds); INAS: Irritability Negative Affectivity Subscale; VAS: Visual Analogue Sales (0-100mm)


	Table 2: Sleepiness 

	
	C-Esta Sleepiness Scale 

	
	Alert/ focused
	A little sleepy
	Sleepy
	Very sleepy
	Dozing off

	Decaf with 100 mg of Caffeine (n=65)
	39
	20
	3
	3
	2

	Decaf

(n=67)
	21
	15
	13
	11
	7

	Note: 
C-ESS: C-Esta Sleepiness Scale – as measured at 30 minutes after ingestion of coffee
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ARTICLES

An investigation of the effects of caffeine

Mama-Kaffa D, Otomune SL, Partridge D

	Trial design

One hundred and nineteen participants were assigned into two groups whereby participants born on even days were assigned to the experimental group and participants born on odd days were assigned to the control group. Caffeinated and decaffeinated coffee administered to the participants was identical in appearance, colour and taste.

Participants

Adult volunteers were recruited by advertisements in local newspapers and on radio networks. They were aged between 18 and 58 years (mean 39 (12.5)) and reported daily use of caffeine to alleviate symptoms of fatigue and drowsiness. All participants were asked to abstain from coffee for the 12 hours prior to the ingestion of the experimental or control cup of coffee.
	Intervention and control 

A cup of decaffeinated coffee was prepared for each participant in both groups. For the experimental group, 100 mg caffeine was added to coffee before ingestion. The ingestion of coffee took place in the morning. 

Outcomes

The primary outcome was alertness, measured by a reaction time test. Secondary measures included fatigue (measured by the Visual Analogue Scales) and irritability (measured by the Irritability Negative Affectivity Scale). Adverse outcomes were assessed after 24 hours. Participants were asked to complete a self-reported questionnaire in order to assess their fatigue, irritability and adverse outcomes.




Results
	Table 1    Change scores of secondary outcomes at 30 and 60 minutes 

	
	Measurement Time Period

	
	Pre-ingestion
	30 minutes
	60 minutes

	
	Caffeine
	Decaf
	Caffeine
	Decaf
	Caffeine
	Decaf

	
	(n=58)
	(n=61)
	(n=58)
	(n=61)
	(n=58)
	(n=61)

	INAS
	37 (35.3)
	37 (34.3)
	-17 (9.2)
	-7 (5.1)
	-15 (10.2)
	-4 (5.2)

	VAS fatigue
	87 (35.8)
	83 (37.7)
	-19 (15.4)
	-13 (35.6)
	-25 (18.3)
	-18 (31.5)

	VAS drowsiness
	57 (28.5)
	65 (27.6)
	-10 (8.5)
	-7 (7.5)
	-12 (10.7)
	-6 (8.3)



Note: 
Means and Standard Deviations are presented


INAS: Irritability Negative Affectivity Scale; VAS: Visual Analogue Rating Scales 


	Table 2    Adverse outcomes after 24 hours

	
	Caffeine
	Decaf

	
	(n=53)
	(n=61)

	Headache
	12
	9

	Gastrointestinal Irritation
	4
	1

	Sleep Disruption
	7
	4

	Anxiety
	1
	0

	Heart Palpitations
	1
	0


RESEARCH

The effects of caffeine on alertness: a randomized trial

Morrocona MM, Smith A, Jones FH 

	TRIAL DESIGN

A randomized controlled trial was employed in which participants were randomly allocated to either an experimental group (n=15) or a control group (n=17) using a computer generated random number table. Treatment allocation was concealed in opaque envelopes. Decaffeinated plunger coffee with 100 mg caffeine for the experimental group and decaffeinated plunger coffee for the control group was prepared from two single identical packs of coffee with the same taste. 

PARTICIPANTS

Adults aged between 18 and 60 years (mean 42 (10.5)) who reported experiencing day time drowsiness (defined by trial personnel as experiencing any of mild-moderately severe fatigue, drowsiness or tiredness during the day, difficulty concentrating or sustaining attention, irritability or low mood).

Participants were all coffee and/or tea drinkers who drank between 1-6 caffeinated beverages each day. All participants were asked to abstain from coffee for 24 hours prior to and after the ingestion of experimental or control cup of coffee.
	INTERVENTION AND CONTROL 

One cup of decaffeinated plunger coffee was prepared for each participant in both groups. For the experimental group, 100 mg caffeine was added to their coffee before ingestion. The administration of coffee took place at 10am. Outcomes were measured over the following hour, and participants were telephoned the following day between 10am and 11am to identify any adverse events.
OUTCOMES

The primary outcome was alertness, measured by a reaction time test. Secondary measures included fatigue and drowsiness using the Line Analogue Rating Scales (LARS), (0 not fatigued/drowsy; 100 extremely fatigued/drowsy), measures of irritability using the Irritability Negative Affectivity Scale (INAS, scale from 1-50 where higher score is more irritable) and the Beck Irritability Inventory (scale from 1-30, higher score is less irritable), a measure of depression using the Beck Depression Inventory II, and adverse outcomes (after 24 hours). A questionnaire completed by participants was used as a method of evaluation of these outcomes.


	Table 1
	Primary and secondary outcome measures for caffeinated versus decaffeinated coffee

	
	Measurement Time Period

	
	Pre-ingestion
	10 minutes
	30 minutes
	60 minutes

	
	Caffeine
	Decaf
	Caffeine
	Decaf
	Caffeine
	Decaf
	Caffeine
	Decaf

	
	(n=15)
	(n=17)
	(n=15)
	(n=17)
	(n=15)
	(n=17)
	(n=15)
	(n=17)

	RT
	0.1865 (0.0212)
	0.1792 (0.0211)
	0.1702 (0.0167)
	0.1660 (0.0184)
	0.1441 (0.0114)
	0.1439 (0.0077)
	0.1385 (0.0116)
	0.1393 (0.0057)

	INAS
	35 (16.3)
	33 (15.3)
	19 (15.2)
	27 (17.1)
	18 (13.2)
	31 (16.1)
	23 (15.1)
	31 (15.2)

	BDI-II
	9 (2.3)
	7 (2.2)
	9 (2.4)
	7 (2.1)
	10 (2.2)
	7 (2.1)
	9 (2.3)
	8 (2.4)

	BII
	10 (4.2)
	11 (4.5)
	24 (3.2)
	13 (4.2)
	21 (3.2)
	10 (4.2)
	20 (3.4)
	10 (4.1)

	LARS fatigue
	87 (35.8)
	83 (37.7)
	68 (30.4)
	70 (35.6)
	38 (28.3)
	63 (31.5)
	40 (32.0)
	67 (36.5)

	LARS drowsiness
	57 (28.5)
	65 (27.6)
	46 (25.5)
	57 (26.5)
	25 (16.7)
	58 (28.3)
	26 (18.6)
	59 (28.6)

	Means and Standard Deviations are presented

RT: Reaction Time Test (milliseconds); INAS: Irritability Negative Affectivity Scale; BDI-II: Beck Depression 

Inventory II; BII: Beck Irritability Inventory; LARS: Line Analogue Rating Scales (100mm)


	Table 2 
	Adverse outcome measures for caffeinated versus decaffeinated coffee

	
	Caffeine
	Decaf

	
	(n=15)
	(n=17)

	Headache
	3
	1

	Gastrointestinal Irritation
	2
	0

	Sleep Disruption
	3
	4

	Anxiety
	1
	0

	Heart Palpitations
	1
	0


ONLINE FIRST 1998
RESEARCH
Caffeine for daytime drowsiness

Norscafe W, Santina X, Neebergen F

	TRIAL DESIGN

Each participant was randomly assigned to an experimental group or control group using sealed envelopes. Caffeinated and decaffeinated coffee were indistinguishable in taste and texture. Participants and study personnel were unaware of group assignment. 

PARTICIPANTS 

132 adults aged between 18 and 65 years (mean 37 (12.5)) who responded to advertisements asking for coffee or tea drinkers who experienced fatigue or tiredness during the day, even after a normal night’s sleep. Those with chronic fatigue syndrome were excluded. Participants were all coffee and/or tea drinkers who drank caffeinated beverages daily. All participants were asked to abstain from coffee from 6pm the previous night before the trial took place. 


	INTERVENTION AND CONTROL
A cup of decaffeinated plunger coffee was prepared for participants in both groups. 
For the experimental group, 100 mg of caffeine was added to the coffee before ingestion. The administration of coffee took place in the morning.

OUTCOMES 

The primary outcome was alertness, measured by a reaction time test. Secondary measures included a mood questionnaire measuring energetic arousal and tense arousal, psycho physiological measures of arousal, Visual Analogue Scales (VAS) measuring fatigue; and a measure of irritability using the Irritability Negative Affectivity Scale (INAS).

Participants were asked to record if they experienced any side effects, in particular headache, and the time from ingestion to headache.
	Data on adverse outcomes was also collected. 

RESULTS 

68 participants were allocated to the caffeine group and 64 participants to the decaffeinated group. Analysis of the irritability measure (INAS) showed a significant decrease in mean scores in irritability in the group administered caffeinated coffee (mean 19, SD 15.5) compared to those administered decaffeinated coffee (mean 36, SD 17.3) 30 minutes after administration (p=0.008). The response was maintained at 60 minutes. Of the adverse outcomes, headache occurred in 28 participants (caffeine group 19; decaf group 9) within 24 hours following treatment. The risk of headache (HR) in the caffeinated group was 0.94 times that of the decaffeinated group with a 95% CI (0.60, 1.48).


Volume 186 Number 12  ( 18 June 1998
Journal of
Drowsiness

Caffeine as a stimulant for entertainment industry employees 

Oohlahlazza JE, Sorentina ML, Ribisi G 

Accepted 11 October 1998

	1. Trial design

Participants were randomly assigned to the experimental group (n=35) or control group (n=37) using a random number table. Sealed opaque serially numbered envelopes were used. Participants consumed either a cup of decaffeinated plunger coffee with 100 mg caffeine or a cup of decaffeinated plunger coffee with the same taste from the same company. 

2. Participants 

Adults working in the entertainment industry were asked to participate due to their high use of caffeine. They were aged between 18 and 50 years (mean 29 (12.5)) and reported day time drowsiness (defined as experiencing fatigue, drowsiness or tiredness during the day, or difficulty concentrating). They were all coffee drinkers. All participants were asked to abstain from coffee for the 12 hours prior to the ingestion of the experimental or control cup of coffee.
	3. Intervention and control 
A cup of decaffeinated plunger coffee was prepared for participants in both groups. For the experimental group, 100 mg caffeine was added to their coffee before ingestion. Administration of caffeinated and decaffeinated coffee took place at 9am.  

4. Outcomes
Outcome measures included Visual Analogue Scales measuring fatigue and drowsiness, irritability as measured by the Irritability Negative Affectivity Scale (INAS), self-rated level of sleepiness as measured by the C-Esta Sleepiness Scale (CESS) and adverse outcomes. Fatigue, drowsiness, irritability and adverse outcomes were obtained by self-evaluation questionnaire, except for the level of sleepiness (CESS) which was assessed by trial personnel using an interview. Adverse outcomes were self-reported after 24 hours. The trial personnel were not aware whether participants had been assigned to the experimental or control group. 


Table 1:  Irritability, tiredness and drowsiness 

	
	Measurement Time Period

	
	Pre-ingestion
	30 minutes
	60 minutes

	
	Caffeine
	Decaf
	Caffeine
	Decaf
	Caffeine
	Decaf

	
	(n=35)
	(n=37)
	(n=35)
	(n=37)
	(n=35)
	(n=37)

	INAS
	37 (25.3)
	37 (24.3)
	20 (22.2)
	30 (22.1)
	22 (23.2)
	33 (24.1)

	VAS fatigue
	87 (35.8)
	83 (37.7)
	68 (30.4)
	70 (35.6)
	38 (28.3)
	63 (31.5)

	VAS drowsiness
	57 (28.5)
	65 (27.6)
	46 (25.5)
	57 (26.5)
	25 (16.7)
	58 (28.3)


Note: 
Means and Standard Deviations are presented



INAS: Irritability Negative Affectivity Scale; VAS: Visual Analogue Rating Scales (100mm) 


Table 2:  Sleepiness

	
	C-Esta Sleepiness Scale 

	
	Alert/ focused
	A little sleepy
	Sleepy
	Very sleepy
	Dozing off

	Decaf with 100 mg of Caffeine (n=35)
	21
	6
	3
	3
	2

	Decaf
(n=37)
	19
	8
	4
	2
	4


Note: 
C-ESS: C-Esta Sleepiness Scale – as measured at 30 minutes after ingestion of coffee

Table 3:  Adverse outcome measures after 24 hours 

	
	Caffeine
	Decaf

	
	(n=35)
	(n=37)

	Headache
	4
	2

	Gastrointestinal Irritation
	0
	0

	Sleep Disruption
	6
	3



Volume 3 Issue 10  2003  doi: 10.1111/j. 2796.2003.01780.x

Randomized controlled trial of the effects of caffeine on alertness and irritability 

Piazza-Allerta MI, Certa HL


	Trial design: A randomized controlled trial was performed where participants were allocated into two groups using sealed opaque envelopes. Treatment coffee was not different from placebo coffee by smell or taste. Intention to treat analysis was conducted (there were no drop-outs).

Participants: Adults aged between 18 and 65 years (mean 42 (10.5)) who reported experiencing day time drowsiness and had scores of over 60 on the VAS measure of drowsiness. All participants were coffee and/or tea drinkers who drank caffeinated beverages every day. All participants were asked to abstain from coffee for the 12 hours prior to the ingestion of experimental or control cup of coffee.
	Intervention and control: A cup of decaffeinated plunger coffee was prepared for participants in both groups. For the experimental group, 100 mg of caffeine was added to the coffee before ingestion.  The ingestion of coffee took place in the morning. 

Outcomes: The primary outcome was alertness measured by a reaction time test. Secondary measures included a Visual Analogue Scale of fatigue (0 no fatigue; 100 extremely fatigued), irritability measured by the Beck Irritability Scale (scale from 1-30, higher score is less irritable) and adverse outcomes. 




	Table 1    Outcome measures for caffeinated versus decaffeinated coffee

	
	Measurement Time Period

	
	Pre-ingestion
	10 minutes
	30 minutes
	60 minutes

	
	Caffeine
	Decaf
	Caffeine
	Decaf
	Caffeine
	Decaf
	Caffeine
	Decaf

	
	(n=35)
	(n=37)
	(n=35)
	(n=37)
	(n=35)
	(n=37)
	(n=35)
	(n=37)

	RT
	0.1625 (0.0276)
	0.1603 (0.0207)
	0.1541 (0.0188)
	0.1590 (0.0103)
	0.1261 (0.0176)
	0.1481 (0.0083)
	0.1352 (0.0179)
	0.1385 (0.0181)

	BII
	10 (4.2)
	11 (4.5)
	24 (3.2)
	13 (4.2)
	21 (3.2)
	10 (4.2)
	20 (3.4)
	10 (4.1)

	VAS fatigue
	87 (35.8)
	83 (37.7)
	68 (30.4)
	70 (35.6)
	38 (28.3)
	63 (31.5)
	40 (32.0)
	67 (36.5)


Note:
Means and Standard Deviations are presented

RT: Reaction time test (milliseconds); BII: Beck Irritability Inventory; VAS: Visual Analogue Rating Scales (100mm)


	Table 2    Adverse outcome measures for caffeinated versus decaffeinated coffee

	24 hours
	Caffeine
	Decaf


	
	(n=35)
	(n=37)

	Headache
	8
	6

	Gastrointestinal Irritation
	4
	1

	Sleep Disruption
	7
	4

	Anxiety
	1
	0

	Heart Palpitations
	1
	0


