Intro Psych Scientific Reasoning Module #8: Depression Treatment
Crocus sativus and Depression Handout – Data Sheet

START HERE. Read the following summary and graphs. Then answer the questions on the next page. 
Fluoxetine, commonly known as Prozac, is one of the most common pharmacological treatments for clinical depression. In a study designed to compare the effects of a naturopathic treatment for depression (extract from saffron [Crocus sativus]) to fluoxetine, 40 adult patients with clinical depression were randomly assigned to receive capsules containing either Crocus sativus or fluoxetine. 
Depression scores on the Hamilton Rating Scale for Depression were collected at baseline and after six weeks of treatment in both groups. Table 8.1 below further explains the Hamilton Depression Rating Scale scores. A resident of psychiatry also systematically recorded patient side effects using a checklist administered several times during the study. The study used a double-blind procedure. Table 8.2 and Table 8.3 present the main findings from the study. 

Table 8.1. Hamilton Depression Rating Scale Scores

	Score
	Depression Level

	0 – 7
	Normal

	8 – 13
	Mild Depression

	14 – 18
	Moderate Depression

	19 – 22
	Severe Depression

	≥ 23
	Very Severe Depression


Source: Hamilton, M. Journal of Neurology, Neurosurgery, and Psychiatry. 23:56-62, 1960

Data adapted from: Noorbala, A., Azhondzadeh, S., Tahmacebi-Pour, N., & Jamshidi, A. (2005). Hydro-alcoholic extrac of Crocus sativus L. versus fluoxetine in the treatment of mild to moderate depression: A double-blind, randomized pilot trial. 
Journal of Ethnopharmacology, 97, 281-284. 
Table 8.2. Depression scores on the Hamilton Rating Scale at pretest and after six weeks. Higher scores represent higher levels of depression.
	 Condition
	Baseline
	6 Weeks
	Change Over Time

	Saffron
	22.5
	10.4
	12.1*

	Prozac
	23
	9.6
	13.4*

	Difference Between Groups
	1.5**
	-0.8**
	1.3** 

	* p < 0.05, ** n.s.



1. In Table 8.2, “n.s.” means “not statistically significant”. What does “p < .05” mean? Choose all that apply.
a. The difference between the means of the two groups is “statistically significant”. 
b. The difference between the means of the two groups is large enough to be meaningful in everyday life (i.e. “practically” or “clinically significant”). 
c. If the researchers were to repeat the study – all things being equal – we would expect the same result 95% of the time. 
d. If the researchers were to repeat the study – all things being equal – we would expect a different result 5% of the time. 
e. The difference between means of the two groups was caused by the IV. 

2. At baseline, there is no statistically significant difference in depression scores. True or False? 

3. Why does it matter if the groups differed at baseline? (Explain in 1 or 2 sentences using the terms “internal validity” and “random assignment”). 

4. Write in “yes” or “no” for each item.
a. Did the researchers manipulate the IV?
b. Did the researchers randomly assign participants to groups?
c. Is this study a true experiment?
d. Was this a double-blind study?
e. During the study did the research participants know if they were getting saffron or fluoxetine?
f. During the study did the researcher know if an individual participant was getting saffron or fluoxetine?
g. Does this study include a placebo group?

5. Can you conclude from these data that there is a causal link between Saffron consumption & lowered levels depression?  Yes or No?

6.  Why or why not?

Table 8.3. Clinical complications and side effects in each group. P-value represents comparison between two groups.

	Side Effects
	Saffron
	Prozac (fluoxetine)
	P

	Anxiety
	3
	6
	0.45

	Decreased appetite
	2
	5
	0.40

	Increased appetite
	5
	2
	0.40

	Sedation
	1
	0
	1.00

	Nausea
	2
	4
	0.66

	Headache
	3
	6
	0.45

	Sexual dysfunction
	0
	4
	0.10

	Tremor
	0
	4
	0.10

	Sweating
	0
	3
	0.23


7. Government regulators, your physician, and ultimately you have to decide if the clinical benefit of a treatment is worth the side effects. Using the data from Tables 8.2 and 8.3, describe the risks and benefits of treatment with fluoxetine. Is it worth it? 
8. If you could revise this study in one way, how would you revise it? Why would you make that change? 


Part 2: More On Placebos

First, click here or here to watch this ~13 minute video: Treating Depression: Is There A Placebo Effect? (Click here for a transcript.)

9. People who take a placebo actually get better. True or False?
10.  Why or why not? 
11. What points do the scientists make about statistical significance? 
12. What points do the scientists make about clinical significance?
13.  Which physician behaviors can increase the placebo effect? 
14. The video indicates that fluoxetine is likely to work better than placebo for those with severe depression and about the same for those with mild or moderate depression. Imagine the researchers looked at those with more severe depression separately from those with moderate depression, and that they included a placebo condition. Draw in the graphs below, or describe verbally, that the researchers might have seen if they included a placebo condition. 

[image: ][image: ]Figure 8.1. Severely Depressed Sample				Figure 8.2 Moderately Depressed Sample

15. Additional researchers have examined the effectiveness of cognitive behavioral therapy compared to placebo.  How could you design an ideal experiment to test whether CBT causes decreases in depression levels? What would make a good placebo condition?
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