
Evidence Table II


SAMe for Treatment of Osteoarthritis

	ID
	1st Author

Year
	Design

Study Quality

Population

Diagnostic Criteria
	Arm #
	Intervention Component

Dose
	Sample Size
	Outcome Measurements**

Meta-Analysis Data***

	10360
	 QUOTE "(Bradley, 1994)" 
Bradley 1994

	Study Design:
 RCT

Crossover Study:
 No

Jadad Score:
 2

% Female:
 N/A

% Under 18:
 0

% Over 65:
 N/A

X-Ray:
 Yes
	1
	Placebo

Dose:
 N/A

Route of Admin:
Intravenous

Frequency:
 1 Every Other Day 

                                             For 5 Days 
	n Entered:
 40

n Analyzed:
 40 
	Type of Outcome: VAS-disease status, PGA-Activity, HAQ, Pain scale: VAS/NOS

Follow-ups (In Days): 28

Site A

Pain: VAS combined resting and walking pain 0 - 3 scale

Arm 1 = 5.00 (0.75*)

Arm 2 = 3.00 (0.75*)

Site B

Pain: VAS combined resting and walking pain 0 - 3 scale

Arm 1 = 3.51 (0.75*)

Arm 2 = 3.04 (0.75*)

Site A and B not equivalent at baseline. 

Results not significant for HAQ disability, walking distance, acetaminophen consumed/day, or Beck’s Depression Inventory.

	
	
	
	
	Placebo

Dose:
 N/A

Route of Admin:
Oral

Frequency:
 3 Per Day For 23 Days 
	
	

	
	
	
	2
	SAMe

Dose:
 400 mg

Route of Admin:
Intravenous

Frequency:
 1 Every Other Day

                                             For 5 Days 
	n Entered:
 41

n Analyzed:
 41 
	

	
	
	
	
	SAMe

Dose:
 600 mg

Route of Admin:
Oral

Frequency:
 3 Per Day For 23 Days 
	
	

	10125
	 QUOTE "(Capretto C, 1985)" 
Capretto  1985

	Study Design:
 RCT

Crossover Study:
 No

Jadad Score:
 2

% Female:
 67

% Under 18:
 N/A

% Over 65:
 N/A

X-Ray:
 Yes
	1
	NSAIDS

Dose:
 400 mg

Route of Admin:
Oral

Frequency:
 3 Per Day For 30 Days 
	n Entered:
 58

n Analyzed:
 10
	Type of Outcome: PGA-Overall, ARA, Pain

Follow-ups (In Days): 15, 30

Pain: Total pain score for knee only 0 - 20 scale at 30 days

Arm 1 = 5 (4.00)

Arm 2 = 3.00 (2.50)

X-ray changes at baseline were greater in the SAMe (p<0.025). Comparison of difference in pre/post scores between SAMe and Ibuprofen (NS).

	
	
	
	2
	SAMe

Dose:
 200 mg

Route of Admin:
Oral

Frequency:
 3 Per Day For 30 Days 
	n Entered:
 53

n Analyzed:
 11
	

	10092
	 QUOTE "(Caroli, 1980)" 
Caroli 

1980

	Study Design:
 RCT

Crossover Study:
 No

Jadad Score:
 4

% Female:
 60

% Under 18:
 0

% Over 65:
 N/A

X-Ray:
 Yes
	1
	Aspirin

Dose:
 1000 mg

Route of Admin:
Oral

Frequency:
 3 Per Day For 6 Weeks 
	n Entered:
 30

n Analyzed:
 25
	Type of Outcome: Pain scale: VAS/NOS, Range of Motion, PGA, PGA-Overall

Follow-ups (In Days): 14, 28, 42

Pain: VAS 0 - 5 scale at 28 days

Arm 1 = 2.41 (0.29)

Arm 2 = 1.92 (0.22)

Range of Motion (Flexion/extension; Abduction/adduction; Internal/external rotation): Comparison pre/post measurements improvement SAMe (p<0.001 all) and ASA (p<0.001; p<0.05; p<0.01 respectively) at Day 14.

	
	
	
	2
	SAMe

Dose:
 400 mg

Route of Admin:
Oral

Frequency:
 3 Per Day For 6 Weeks 
	n Entered:
 30

n Analyzed:
 29
	

	10086
	 QUOTE "(Caruso I, 1987)" 
Caruso  1987

	Study Design:
 RCT

Crossover Study:
 No

Jadad Score:
 2

% Female:
 74

% Under 18:
 0

% Over 65:
 N/A

X-Ray:
 Yes
	1
	Placebo

Dose:
 N/A

Route of Admin:
Oral

Frequency:
 3 Per Day For 30 Days 
	n Entered:
 241

n Analyzed:
 220
	Type of Outcome: VAS-disease status, Pain scale: VAS/NOS, Range of Motion, Tolerability, Efficacy

Follow-ups (In Days): 15, 30

Pain: Combined night and day pain 0 - 4 scale at 30 days

Arm 1 = 1.17 (1.00*)

Arm 2 = 0.96 (1.00*)

Arm 3 = 0.97 (1.00*)

Tolerability: SAMe vs. naproxen better according to patient (p<0.01) and physician’s rating (p<0.025).

	
	
	
	2
	Naproxen

Dose:
 250 mg

Route of Admin:
Oral

Frequency:
 3 Per Day For 30 Days 
	n Entered:
 245

n Analyzed:
 229
	

	
	
	
	3
	SAMe

Dose:
 400 mg

Route of Admin:
Oral

Frequency:
 3 Per Day For 30 Days 
	n Entered:
 248

n Analyzed:
 236
	

	10094
	 QUOTE "(Cucinotta D, 1980)" 
Cucinotta  1980

	Study Design:
 RCT

Crossover Study:
 No

Jadad Score:
 3

% Female:
 85

% Under 18:
 N/A

% Over 65:
 N/A

X-Ray:
 Yes
	1
	Ibuprofen

Dose:
 400 mg

Route of Admin:
Oral

Frequency:
 3 Per Day For 30 Days 
	n Entered:
 20

n Analyzed:
 17
	Type of Outcome: PGA, PGA-Overall, Muscle spasm, Range of Motion, Pain scale: VAS/NOS

Follow-ups (In Days): 16, 31

Exclude from meta-analysis as not pain outcome.

Severity of symptoms (patient report): Comparison SAMe vs. Ibuprofen at 30 days for the hip joint (p<0.001 and p<0.01), at the knee joint (p<0.001 and p< 0.01) and cervical spine (p<0.025 and p<0.02) respectively. Range of motion (MD evaluation): Comparison SAMe vs. Ibuprofen at 30 days for the hip joint (p<0.001 and p<0.005), at the knee joint (p<0.001 and p< 0.01) and cervical spine (p<0.005 and p<0.02) respectively.

	
	
	
	2
	SAMe

Dose:
 200 mg

Route of Admin:
Oral

Frequency:
 3 Per Day For 30 Days 
	n Entered:
 20

n Analyzed:
 19
	

	10250
	 QUOTE "(Domljan, 1989)" 
Domljan 1989

	Study Design:
 CCT

Crossover Study:
 No

Jadad Score:
 2

% Female:
 N/A

% Under 18:
 0

% Over 65:
 N/A

X-Ray:
 Yes
	1
	Naproxen

Dose:
 250 mg

Route of Admin:
Oral

Frequency:
 3 Per Day For 7 Days 
	n Entered:
 20

n Analyzed:
 19
	Type of Outcome: Functional scale-NOS, Laboratory values, PGA-Overall, Range of Motion

Follow-ups (In Days): 28, 42

Pain: Osteoarthritic pain score 0 - 18 scale at 28 days

Arm 1 = 5.74 (3.14)

Arm 2 = 5.28 (2.70) 

No statistically significant difference in range of motion, walking time or global clinical score between the Naproxen and SAMe groups.

	
	
	
	2
	SAMe

Dose:
 400 mg

Route of Admin:
Oral

Frequency:
 3 Per Day For 7 Days 
	n Entered:
 20

n Analyzed:
 18
	

	10091
	 QUOTE "(Glorioso S, 1985)" 
Glorioso  1985

	Study Design:
 RCT

Crossover Study:
 No

Jadad Score:
 3

% Female:
 60

% Under 18:
 0

% Over 65:
 N/A

X-Ray:
 Yes
	1
	Ibuprofen

Dose:
 400 mg

Route of Admin:
Oral

Frequency:
 3 Per Day For 30 Days 
	n Entered:
 75

n Analyzed:
 75
	Type of Outcome: Pain scale: VAS/NOS, Range of Motion, Overall effect, Muscle spasm, PGA, PGA-Overall

Follow-ups (In Days): 16, 31

Insufficient statistics for meta-analysis.

Pooled results for Symptoms (patient assessment): Comparison pre/post scores SAMe and Ibuprofen (p<0.01); Comparison between SAMe and Ibuprofen (NS).

	
	
	
	2
	SAMe

Dose:
 400 mg

Route of Admin:
Oral

Frequency:
 3 Per Day For 30 Days 
	n Entered:
 75

n Analyzed:
 75
	

	10085
	 QUOTE "(Maccagno A, 1987)" 
Maccagno  1987

	Study Design:
 RCT

Crossover Study:
 No

Jadad Score:
 2

% Female:
 67

% Under 18:
 0

% Over 65:
 N/A

X-Ray:
 Yes
	1
	Piroxicam

Dose:
 20 mg

Route of Admin:
Oral

Frequency:
 1 Per Day For 84 Days 
	n Entered:
 24

n Analyzed:
 23
	Type of Outcome: Joint pain scale, Range of Motion, Pain scale: VAS/NOS

Follow-ups (In Days): 14, 28, 56, 84

Pain: Total score of knee osteoarthritis 0 - 23 scale at 28 days

Arm 1 = 7.00 (2.40)

Arm 2 = 9.70 (2.58)

Pain, Morning Stiffness, Walking Distance: Comparison pre/post treatment SAMe and Piroxican at 28 days (p<0.01); Following active treatment: Pain and Walking distance scores better in SAMe than Prioxicam group (p<0.01).

	
	
	
	2
	SAMe

Dose:
 400 mg

Route of Admin:
Oral

Frequency:
 3 Per Day For 84 Days 
	n Entered:
 24

n Analyzed:
 22
	

	10376
	Marcolongo

1985
	Study Design:
 RCT

Crossover Study:
 No 

Jadad Score:
 4 

% Female:
 60

% Under 18:
 0

% Over 65:
 N/A

X-Ray:
 Yes
	1
	Ibuprofen 

Dose:
 400 mg 

Route of Admin:
Oral 

Frequency:
 3 Per Day For 30 Days 
	n Entered:
 75

n Analyzed:
 75
	Type of Outcome:  Pain scale:  VAS/NOS, Efficacy, Tolerability 

Follow-ups (In Days):  16, 31

Pain: Symptom Pool 0 – 20 scale at 31 days

Arm 1 = 6.10 (3.60)

Arm 2 = 5.90 (3.90)

Comparison pre/post levels after 31 days: Symptom pool and Rigidity: SAMe (p<0.01) and Ibuprofen (p<0.01); SAMe vs. Ibuprofen (NS). 

	
	
	
	2
	SAMe 

Dose:
 400 mg 

Route of Admin:
Oral 

Frequency:
 3 Per Day For 30 Days 
	n Entered:
 75

n Analyzed:
75
	

	10114
	 QUOTE "(Montrone F, 1985)" 
Montrone  1985

	Study Design:
 CCT

Crossover Study:
 No

Jadad Score:
 1

% Female:
 N/A

% Under 18:
 0

% Over 65:
 N/A

X-Ray:
 Yes
	1
	Placebo

Dose:
 N/A

Route of Admin:
Oral

Frequency:
 3 Per Day For 21 Days 
	n Entered:
 37

n Analyzed:
 N/A 
	Type of Outcome: Pain, ARA, Range of Motion

Follow-ups (In Days): 21

Insufficient statistics for meta-analysis.

Final evaluation (patient and physician): Preference for SAMe (p<0.025 and p<0.05 respectively). Comparison  SAMe vs. Placebo (Patient assessment): Loading pain (p<0.03); Night pain (NS); Pain pool (p<0.03); Stairs (NS); Standing up from chair (p<0.003); Getting out of bed (NS); Difficulty with specific activities (p<0.03).

	
	
	
	2
	SAMe

Dose:
 400 mg

Route of Admin:
Oral

Frequency:
 3 Per Day For 21 Days 
	n Entered:
 39

n Analyzed:
 N/A 
	

	10083
	 QUOTE "(Muller-Fassbender, 1987)" 
Muller-Fassbender 1987

	Study Design:
 RCT

Crossover Study:
 No

Jadad Score:
 2

% Female:
 17

% Under 18:
 0

% Over 65:
 N/A

X-Ray:
 Yes
	1
	Ibuprofen

Dose:
 400 mg

Route of Admin:
Oral

Frequency:
 3 Per Day For 4 Weeks 
	n Entered:
 18

n Analyzed:
 18
	Type of Outcome: Symptoms, Range of Motion, Pain scale: VAS/NOS

Follow-ups (In Days): 28

Pain: Total score of knee osteoarthritis 0 - 21 scale at 28 days

Arm 1 = 9.20 (5.25*)

Arm 2 = 8.60 (5.25*)

Global Clinical Score: Comparison pre/post score SAMe (p<0.0001) and ibuprofen (p<0.0001) at 28 days.

	
	
	
	2
	SAMe

Dose:
 400 mg

Route of Admin:
Oral

Frequency:
 3 Per Day For 4 Weeks 
	n Entered:
 18

n Analyzed:
 18
	

	10096
	 QUOTE "(Polli E, 1975)" 
Polli  

1975

	Study Design:
 RCT

Crossover Study:
 Yes

Jadad Score:
 2

% Female:
 50

% Under 18:
 0

% Over 65:
 27

X-Ray:
 Yes
	1
	Indomethicin

Dose:
 50 mg

Route of Admin:
Intramuscular

Frequency:
 2 Per Day For 7 Days 
	n Entered:
 N/A

n Analyzed:
 15 
	Type of Outcome: Range of Motion, Muscle spasm, Functional scale-NOS, Laboratory values, VAS-drug response, Pain scale

Follow-ups (In Days): 7, 17

Pain: VAS 0 - 3 scale at 14 days

Arm 1 = 1.20 (0.75*)

Arm 2 = 0.73 (0.75*)

Muscle spasm: Comparison SAMe vs. indomethacin (p<0.05) at 17 days. Rigidity, Limitation of movement; Limitation of activities: Comparison SAMe vs. indomethacin (NS) at 17 days.

	
	
	
	2
	SAMe

Dose:
 30 mg

Route of Admin:
Intramuscular

Frequency:
 2 Per Day For 7 Days 
	n Entered:
 N/A

n Analyzed:
 15 
	

	10084
	 QUOTE "(Vetter, 1987)" 
Vetter

1987

	Study Design:
 RCT

Crossover Study:
 No

Jadad Score:
 3

% Female:
 58

% Under 18:
 0

% Over 65:
 N/A

X-Ray:
 Yes
	1
	Placebo

Dose:
 N/A

Route of Admin:
Oral

Frequency:
 1 Per Day For 4 Weeks 
	n Entered:
 18

n Analyzed:
 17
	Type of Outcome: Symptoms, Pain scale: VAS/NOS, Range of Motion

Follow-ups (In Days): 28

Pain: Total score of knee osteoarthritis 0 - 15 scale at 28 days

Arm 1 = 5.90 (3.75*)

Arm 2 = 8.90 (3.75*)

Global Clinical Score: Comparison pre/post treatment SAMe (p<0.0007) and Indomethacin (p<0.0007) at 28 days. Tolerability: Patients with no reported side effects SAMe (89%) vs indomethacin (61%) at 28 days.

	
	
	
	2
	SAMe

Dose:
 1200 mg

Route of Admin:
Oral

Frequency:
 1 Per Day For 4 Weeks 
	n Entered:
 18

n Analyzed:
 18
	


N/A = Not available or Not Applicable.
NOS =  Not otherwise specified.


* Imputed standard deviation. 
       ** See Appendix H for abbreviations for Outcomes Measurements.
***Mean (Standard Deviation) reported.

104

