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Ref ID: 1 
Abstract: BACKGROUND: We evaluated whether patients with osteoporosis treated with long-term alendronate have a response to parathyroid 
hormone treatment and whether short, three-month cycles of parathyroid hormone therapy could be as effective as daily administration. METHODS: 
We randomly assigned 126 women with osteoporosis who had been taking alendronate for at least 1 year to continued alendronate plus parathyroid 
hormone (1-34) subcutaneously daily, continued alendronate plus parathyroid hormone (1-34) subcutaneously daily for three 3-month cycles 
alternating with 3-month periods without parathyroid hormone, or alendronate alone for 15 months. RESULTS: In both parathyroid hormone groups, 
bone formation indexes rose swiftly. Among the women who were receiving cyclic parathyroid hormone, bone formation declined during cycles 
without parathyroid hormone and increased again during cycles with parathyroid hormone. Bone resorption increased in both parathyroid hormone 
groups but increased progressively more in the daily-treatment group than in the cyclic-therapy group. Spinal bone mineral density rose 6.1 percent 
in the daily-treatment group and 5.4 percent in the cyclic-therapy group (P<0.001 for each parathyroid hormone group as compared with the 
alendronate group and no significant difference between parathyroid hormone groups). One woman in the daily-treatment group, two in the cyclic-
therapy group, and four in the alendronate group had new or worsening vertebral deformities. CONCLUSIONS: This study suggests that a regimen 
of three-month cycles of parathyroid hormone alternating with three-month cycles without parathyroid hormone causes the early phase of action of 
parathyroid hormone (characterized by pure stimulation of bone formation) to be dissociated from the later phase (activation of bone remodeling). 
The early phase may be more important to the increase in spinal bone mineral density. In patients with persistent osteoporosis after prior 
alendronate treatment, both daily treatment and cyclic treatment with parathyroid hormone increase spinal bone mineral density. 
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Abstract: 
BACKGROUND: We evaluated whether patients with 
osteoporosis treated with long-term alendronate have a 
response to parathyroid hormone treatment and whether 
short, three-month cycles of parathyroid hormone therapy 
could be as effective as daily administration. METHODS: We 
randomly assigned 126 women with osteoporosis who had 
been taking alendronate for at least 1 year to continued 
alendronate plus parathyroid hormone (1-34) subcutaneously 
daily, continued alendronate plus parathyroid hormone (1-34) 
subcutaneously daily for three 3-month cycles alternating with 
3-month periods without parathyroid hormone, or alendronate 
alone for 15 months. RESULTS: In both parathyroid hormone 
groups, bone formation indexes rose swiftly. Among the 
women who were receiving cyclic parathyroid hormone, bone 
formation declined during cycles without parathyroid hormone 
and increased again during cycles with parathyroid hormone. 
Bone resorption increased in both parathyroid hormone 
groups but increased progressively more in the daily-
treatment group than in the cyclic-therapy group. Spinal bone 
mineral density rose 6.1 percent in the daily-treatment group 
and 5.4 percent in the cyclic-therapy group (P<0.001 for each 
parathyroid hormone group as compared with the alendronate 
group and no significant difference between parathyroid 
hormone groups). One woman in the daily-treatment group, 
two in the cyclic-therapy group, and four in the alendronate 
group had new or worsening vertebral deformities. 
CONCLUSIONS: This study suggests that a regimen of three-
month cycles of parathyroid hormone alternating with three-
month cycles without parathyroid hormone causes the early 
phase of action of parathyroid hormone (characterized by 
pure stimulation of bone formation) to be dissociated from the 
later phase (activation of bone remodeling). The early phase 
may be more important to the increase in spinal bone mineral 
density. In patients with persistent osteoporosis after prior 
alendronate treatment, both daily treatment and cyclic 
treatment with parathyroid hormone increase spinal bone 
mineral density. 
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narrative reviews, and articles containing base-line data but no 
outcomes of interest.

Yes (include)

 Yes (Pull article for reference)
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2. Reason for exclusion (check all that apply) 

Not English Language

No human data

Includes ONLY pregnant women

Includes ONLY patients with a 
particular chronic disease (cancer, 
CVD, HIV)

Includes ONLY patients receiving 
the following treatments or 
treatments for: dialysis, transplant, 
chemotherapy, HIV infection, 
tuberculosis, end-stage renal 
disease, patients in long-term care 
facilities.

ONLY covers clinical nutritional 
deficiency

Does not apply to the KEY 
QUESTIONS

Does not address use of 
supplements 

Does not report use of 
supplements separately from dietary 
intake

Does NOT cover the defined 
major disease endpoints or adverse 
effects of vitamins/minerals

Editorial/commentary/letter

Other

3. Is this article a randomized-controlled trial, systematic review, or a 
meta-analysis? 

Yes (article MAY be eligible for any of the key questions)

No (article is NOT ELIGIBLE for key questions 1 and 2, but may 
be eligible for key questions 3 and 4)
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Not applicable/can't tell
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4. This article potentially applies to the following key 
question(s) (choose all that apply). 

Key Question 1: What is the efficacy determined in randomized 
controlled trials of supplementation with the single nutrients or 
functionally related nutrient pairs listed below, each at a dose less than 
the upper limit determined by the Food and Nutrition Board, in the 
general adult population for the primary or secondary prevention* of 
the following chronic diseases/conditions. (i.e., for those without 
clinically diagnosed disease, who could have risk factors or 
asymptomatic disease)?

Key Question 2: What is the efficacy determined in randomized 
controlled trials of multivitamin/mineral supplement use (defined as 3 
or more vitamins and/or minerals without herbs, hormones, or drugs), 
each at a dose less than the upper limit determined by the Food and 
Nutrition Board, in the general adult population for the primary or 
secondary prevention of the diseases/conditions listed below? 

Key Question 3: What is known about the safety of use of 
multivitamin/mineral supplements (as defined in question 2), in the 
general population of adults and children, based primarily on data from 
randomized controlled trials and well-designed observational studies? 
We may also consider case-reports and post-marketing surveillance 
data.

Key Question 4: What is known about the safety of use of the 
following single nutritional supplements, selenium, iron, â-carotene, 
and vitamin A, in the general population of adults and children, based 
primarily on data from randomized controlled trials and well-designed 
observational studies? We may also consider case-reports and post-
market surveillance data. (We will focus primarily on selenium, iron, 
beta carotene, and vitamin A. Vitamin E, calcium (with or without 
Vitamin D), vitamin D, and folate may also be considered.)

Does not apply to any of the KEY QUESTIONS
5. Select the nutrients included in this study. Answer ONLY if this article 
applies to KQ1 and/or KQ2 (check all that apply) 

Calcium

Folic acid

Vitamin B6

Vitamin B12

Vitamin D

Vitamin E

Vitamin C

Vitamin A

Iron

Zinc

Magnesium

Vitamin B1

Vitamin B2

Niacin

beta-carotene

Selenuim
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Multivitamin
6. Select the disease/conditions included in this study. Answer ONLY if 
this article applies to KQ1 or KQ2 (choose all that apply). 

Oncologic: breast cancer, colorectal cancer, lung cancer, prostate 
cancer, gastric, (colorectal polyps will be included in this category)

Cardiovascular: myocardial infarction, stroke

Endocrine: type II diabetes

Neurologic: Parkinson’s disease, dementia

Age-related sensory loss: cataracts, macular degeneration, 
hearing loss

Musculoskeletal: osteoporosis, rheumatoid arthritis, osteoarthritis, 
osteopenia

Gastroenterologic: non-alcoholic steatorrheic hepatitis, non-
alcoholic fatty-liver disease

Renal: chronic renal insufficiency, chronic nephrolithiasis

Infectious: HIV infection, hepatitis C, tuberculosis

Pulmonary: chronic obstructive pulmonary disease
  

DEFINITIONS  

“Primary prevention denotes an action taken to prevent the 
development of a disease in a person who is well and does not have 
the disease in question.” 
“Secondary prevention denotes the identification of people who have 
already developed a disease, at an early stage in the disease’s natural 
history, through screening and early intervention.” 
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1. After reviewing the ENTIRE article, should it be INCLUDED in the review (choose one) 

Yes

No

Clear Selection
2. Reason for exclusion (choose all that apply). 

Not English language

No human data

Includes ONLY pregnant women

Includes ONLY patients with a particular chronic disease (cancer, CVD, HIV)

Includes ONLY patients receiving the following treatments or treatments for: dialysis, transplant, 
chemotherapy, HIV infection, tuberculosis, end-stage renal disease, patients in long-term care facilities)

ONLY covers nutritional deficiency

Does not apply to the KEY QUESTIONS

Does not address use of supplements 

Does not report supplement use separately from dietary intake

Does NOT cover the defined major endpoints or advers effects of vitamins/minerals

Editorial/commentary/letter

Other

Narrative review--contains studies of interest OR Not an RCT, Systematic Review, or Meta-analysis 
[NOTE: Narrative Review articles ARE NOT applicable to Key Questions 1 or 2 but MAY BE 
APPLICABLE to Key Questions 3 and/or 4]

Includes ONLY infants (children less than 1 year old)

Includes only subjects less than 19 years of age [article is NOT eligible fo rKey Questions 1 or 2, but 
MAY be eleigible for Key Qestins 3 and/or 4]

3. Choose article type: (Choose one) 

Randomized controlled trial

Systematic review/meta-analysis

Non-randomized trial (with comparison group)

Narrative review

Cross-sectional study

Cohort study (with concurrent or historical historic group)

Case-control study

Nested case-control study

Case series ( 2 or more case reports

 Other post-market surveillance not otherwise specified
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Other

Clear Selection
  

Inclusion criteria 
4. Specific EXCLUSION criteria for Key questions 1 and 2: 

QUESTION SCHEDULED FOR DELETION, DO NOT ANSWER  

Includes only subjects LESS than 18 years of age (article NOT eligible for Key questions 1 OR 2)

Is NOT a Randomized Controlled Trial, Sytematic Review, or Meta-analysis (article NOT eligible for Key questions 1 OR 2)
5. Select ONLY the Key Questions that this article applies to. 

Key Question 1: What is the efficacy determined in randomized controlled trials of supplementation with the single nutrients or 
functionally related nutrient pairs listed below, each at a dose less than the upper limit determined by the Food and Nutrition Board, in the 
general adult population for the primary or secondary prevention of the chronic diseases/conditions listed below. (i.e., for those without 
clinically diagnosed disease, who could have risk factors or asymptomatic disease)?

Key Question 2: What is the efficacy determined in randomized controlled trials of multivitamin/mineral supplement use (defined as 3 
or more vitamins and/or minerals without herbs, hormones, or drugs), each at a dose less than the upper limit determined by the Food and 
Nutrition Board, in the general adult population for the primary or secondary prevention of the diseases/conditions listed below?

Key Question 3: What is known about the safety of use of multivitamin/mineral supplements (as defined in question 2), in the general 
population of adults and children, based primarily on data from randomized controlled trials and well-designed observational studies? We 
may also consider case-reports and post-marketing surveillance data.

Key Question 4: What is known about the safety of use of the following single nutritional supplements, selenium, iron, beta carotene, 
and vitamin A, in the general population of adults and children, based primarily on data from randomized controlled trials and well-designed 
observational studies? We may also consider case-reports and post-market surveillance data. (We will focus primarily on selenium, iron, 
beta carotene, and vitamin A. Vitamin E, calcium (with or without Vitamin D), vitamin D, and folate may also be considered.)

Does not apply to the KEY QUESTIONS
  

Nutrients: 

Calcium, Folic acid (folate), Vitamin B6, Vitamin B12, Vitamin D, Vitamin E Vitamin C, Vitamin A, Iron, Zinc, Magnesium, Vitamin B1 
(thiamine), Vitamin B2 (riboflavin), Niacin.  
  

Diseases/conditions: 

Oncologic: breast cancer, colorectal cancer, lung cancer, prostate cancer, gastric (includes colorectal polyps) 
Cardiovascular: myocardial infarction, stroke  
Endocrine: type II diabetes 
Neurologic: Parkinson’s disease, dementia 
Age-related sensory loss: cataracts, macular degeneration, hearing loss 
Musculoskeletal: osteoporosis, rheumatoid arthritis, osteoarthritis, osteopenia 
Gastroenterologic: non-alcoholic steatohepatitis, non-alcoholic fatty-liver disease 
Renal:  chronic renal insufficiency, chronic nephrolithiasis 
Infectious: HIV infection, hepatitis C, tuberculosis 
Pulmonary: chronic obstructive pulmonary disease 
  

DEFINITIONS  

“Primary prevention denotes an action taken to prevent the development of a disease in a person who is well and does not have the disease 
in question.” 
“Secondary prevention denotes the identification of people who have already developed a disease, at an early stage in the disease’s natural 
history, through screening and early intervention.” 
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GENERAL STUDY CHARACTERISTICS 

This form is applicable to ALL Key Questions 

  

1. 

Study name and abbreviation (if applicable). 

Enlarge    Shrink     
2.    
Study Design (choose one) 
   Please Select

3. Choose one type of RCT ONLY if you selected "Randomized Controlled Trial" in question 2: 
   Please Select

4. "Other" RCT 

Enlarge    Shrink     
5. Choose one type of Observational Study ONLY if you selected "Observational Study" in question 2: 
   Please Select

6. "Other" Observational Study 

Enlarge    Shrink     
7. Choose one type of Case Series ONLY if you selected "Case series" in question 2: 
   Please Select

8. "Other" Case Series 

Enlarge    Shrink     
9. Define "other" study design 

Enlarge    Shrink     
10. Study period: 
Start year

End year

Not reported (explain)

11. Follow-up period: 

Start year

End year

Not reported (i.e., follow-up not reported)
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Not applicable

Years Months Weeks Not applicalbe Not reported

12. Total follow-up time:   

13. Median follow-up duration:   

14. Mean follow-up duration:  

  

Eligibility criteria of STUDY PARTICIPANTS--note: these are not study outcomes (only answer those that apply, be as explicite and comprehensive as possible). 

Inclusion Exclusion

15. Age
  

Clear

16. Male
  

Clear

17. Female
  

Clear

18. Cancer (specify type)
  

Clear

19. Myocardial infarction
  

Clear

20. Stroke
  

Clear

21. Type II diabetes
  

Clear

22. Parkinson's disease
  

Clear

23. Dementia
  

Clear

24. Cataracts
  

Clear

25. Macular degeneration
  

Clear

26. Hearing loss
  

Clear

27. Osteoporosis or ostepenia (specify)
  

Clear

28. Arthritis (osteo or rheumatiod) (specify)
  

Clear

29. Non-alcoholic steatohepatitis
  

Clear

30. Non-alcoholic fatty liver disease
  

Clear

31. Chronic renal insufficiency
  

Clear

32. Chronic nephrolithiasis
  

Clear
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33. HIV infection
  

Clear

34. Hepatitis C
  

Clear

35. Tuberculosis
  

Clear

36. Chronic obstructive pulmonary disease
  

Clear

37. Other disease (specify)
  

Clear

38. Other disease (specify)
  

Clear

39. Other disease (specify)
  

Clear

40. Other disease (specify)
  

Clear

41. Other disease (specify)
  

Clear

42. Other disease (specify)
  

Clear

43. Prior use of supplements (specify supplement)
  

Clear

44. Prior use of supplements (specify supplement)
  

Clear

45. Prior use of supplements (specify supplement)
  

Clear

46. Prior use of supplements (specify supplement)
  

Clear

47. Prior use of supplements (specify supplement)
  

Clear

48. Prior use of supplements (specify supplement)
  

Clear

49. OTHER inclusion/exclusion criteria (specify)
  

Clear

50. OTHER inclusion/exclusion criteria (specify)
  

Clear

51. OTHER inclusion/exclusion criteria (specify)
  

Clear

52. OTHER inclusion/exclusion criteria (specify)
  

Clear

  

Study participants. 

  
53. Total sample size at enrolment (N) 
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Enlarge    Shrink     
54. Country, State, County, City, or other Geographic Area as reported. 

Enlarge    Shrink     
55. Recruitment setting 

Clinical

Community

Other

Clear Selection
Patient Characteristics (these are OPTIONAL questions, please be as detailed as possible when filling out the following tables). 

  
Range Mean Standard Deviation

56. Age (in years) 

n %
57.   

Male 
58.   

Female 
  

Race:  
n %

59. White

60. Black/ African American

61. Native Hawaiian/other Pacific Islander

62. Native American/Alaska Native

63. Hispanic/Latino

64. Asian
  

Other Race, not specified in above table (please specify below).  
Specify n %

65. Other 1

66. Other 2

67. Other 3
  

Smoking status:  
n %

68. Never smoked

69. Former smoker

70. Current smoker

71. Other smoker
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Alcohol use status:  
n %

72. Never used/drank alcohol

73. Former alcohol user/drinker

74. Current alcohol user/drinker

75. Other alcohol user/drinker
  

Other patient characteristics:  
Range Mean Median Standard Deviation

76. BMI <25 

77. BMI 25-29 

78. BMI > 30 

Define Range Mean Median Standard Deviation

79. Other study characterisitcs 

80. Other study characterisitcs 

81. Other study characterisitcs 

82. Other study characterisitcs 

83. Other study characterisitcs 

84. Other study characterisitcs 

85. Other study characterisitcs 

86. Other study characterisitcs 

87. Other study characterisitcs 

88. Other study characterisitcs 

  

Supplements used prior to this study. 
n %

89. Calcium

90. Folic acid

91. B 6

92. B 12

93. Vitamin D

94. Vitamin E

95. Vitamin C

96. Vitamin A

97. beta-carotene

98. Iron

99. Zinc

100. Magnesium

101. B 1

102. B 2

103. Niacin
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104. Selenium

Specify n %

105. Other 1

106. Other 2

107. Other 3

108. Other 4

109. NOTES on General Study Characteristics 
please add any information that you believe will contribute to the outcome of the systematic review 

Enlarge    Shrink     
110. Does this study include data on adverse events? 

Yes, study covers BOTH efficacy and adverse events--Fill out BOTH OUTCOMES forms (Levels 13 and 14)

Yes, study covers ONLY adverse events--Fill out ONLY the OUTCOMES FORM for key questions 3 and 4 (Level 14)

No, study covers ONLY efficacy --Fill out ONLY the OUTCOMES FORM for key questions 1 and 2 (Level 13)

Clear Selection

Submit Data
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Submit Data

1. Arm 1 (define) 

Enlarge    Shrink     
  

Control arms (answer these questions ONLY if no nutrient interveniton was provided): 
Exposure--WEEKS Exposure--MONTHS Exposure--YEARS

2. Placebo

3. No dietary supplements or No standard care

4. Standard care

5. Nutritional/dietary education
  

Intervention arms (answer these questions ONLY if a nutrient interveniton was provided):  
Calcium Folic acid Vitamin B6 Vitamin B12 Vitamin D Vitamin E Vitamin C Vitamin A Iron Zinc Magnesium Vitamin B1 Vitamin B2 Niacin Selenuim

6. Select ALL of the nutrients  
(those that apply to this study's key 
 
questions) represented in this arm

            

Identify ALL of the nutrients (those not listed in this study's key questions) represented in this arm. 
7. Other 

1 co-Qa

8. Other 

2

9. Other 

3

10. Other 

4

11. Other 

5

12. Other 

6

13. Other 

7

14. Other 

8

 
INSTRUCTIONS FOR COMPLETING INTERVENTION ARM GENERAL DATA: 
1. Include information on all forms and combinations of nutrients and other therapies in each arm of this study (example: if a study has 3 arms; placebo, calcium, and calcium/HRT, we need the information on calcium for BOTH intervention arms). 
2. If more than one chemical form of the same nutrient is used in an arm, fill out the specific nutrient information for ONE of the chemical forms and use "other" at the end of this form for the remaining chemical forms. If you do not have enough "other" options, contact Renee 
immediately and more will be added. 
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CALCIUM  
15. Chemical form 

   Please Select

16. Chemical form "other" 

Specify

17. Total Dose 

Specify amount

18. Units 

   Please Select

19. Unit, "other" 

Specify

20. Frequency of use 

   Please Select

21. Frequency of use, "other" 

Specify

22. Timing of use 

   Please Select

23. Timing of use, "other" 

Specify

24. Duration of use 

Exposure--WEEKS

Exposure--MONTHS

Exposure--YEARS

Not specified

  

FOLIC ACID (folate) 
25. Chemical form 

   Please Select

26. Chemical form "other" 

Specify

27. Total Dose 

Specify amount

28. Units 

   Please Select

29. Unit, "other" 

Specify

30. Frequency of use 

   Please Select

31. Frequency of use, "other" 

Specify

32. Timing of use 

   Please Select
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33. Timing of use, "other" 

Specify

34. Duration of use 

Exposure--WEEKS

Exposure--MONTHS

Exposure--YEARS

Not specified

  

VITAMIN B6 (pyridoxine)  
35. Chemical form 

   Please Select

36. Chemical form "other" 

Specify

37. Total dose 

Specify amount

38. Units 

   Please Select

39. Unit, "other" 

Specify

40. Frequency of use 

   Please Select

41. Frequency of use, "other" 

Specify

42. Timing of use 

   Please Select

43. Timing of use, "other" 

Specify

44. Duration of use 

Exposure--WEEKS

Exposure--MONTHS

Exposure--YEARS

Not specified

  

VITAMIN B12 (cyanocobalamin) 
45. Chemical form 

   Please Select

46. Chemical form "other" 

Specify

47. Total dose 

Specify amount

48. Units 

   Please Select
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49. Units, "other" 

Specify

50. Frequency of use 

   Please Select

51. Frequency of use, "other" 

Specify

52. Timing of use 

   Please Select

53. Timing of use, "other" 

Specify

54. Duration of use 

Exposure--WEEKS

Exposure--MONTHS

Exposure--YEARS

Not specified

  

VITAMIN D 
55. Chemical form 

   Please Select

56. Chemical form "other" 

Specify

57. Total dose 

Specify amount

58. Units 

   Please Select

59. Unit, "other" 

Specify

60. Frequency of use 

   Please Select

61. Frequency of use, "other" 

Specify

62. Timing of use 

   Please Select

63. Timing of use, "other" 

Specify

64. Duration of use 

Exposure--WEEKS

Exposure--MONTHS

Exposure--YEARS

Not specified

  

VITAMIN E 
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65. Chemical form 

   Please Select

66. Chemical form "other" 

Specify

67. Total dose 

Specify amount

68. Units 

   Please Select

69. Unit, "other" 

Specify

70. Frequency of use 

   Please Select

71. Frequency of use, "other" 

Specify

72. Timing of use 

   Please Select

73. Timing of use, "other" 

Specify

74. Duration of use 

Exposure--WEEKS

Exposure--MONTHS

Exposure--YEARS

Not specified

  

VITAMIN C 
75. Chemical form 

   Please Select

76. Chemical form "other" 

Specify

77. Total does 

Specify amount

78. Units 

   Please Select

79. Unit, "other" 

Specify

80. Frequency of use 

   Please Select

81. Frequency of use, "other" 

Specify

82. Timing of use 

   Please Select

83. Timing of use, "other" 

Specify
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84. Duration of use 

Exposure--WEEKS

Exposure--MONTHS

Exposure--YEARS

Not specified

  

VITAMIN A 
85. Chemical form 

   Please Select

86. Chemical form "other" 

Specify

87. Total dose 

Specify amount

88. Dose, units 

   Please Select

89. Unit, "other" 

Specify

90. Frequency of use 

   Please Select

91. Frequency of use, "other" 

Specify

92. Timing of use 

   Please Select

93. Timing of use, "other" 

Specify

94. Duration of use 

Exposure--WEEKS

Exposure--MONTHS

Exposure--YEARS

Not specified

  

IRON 
95. Chemical form 

   Please Select

96. Chemical form "other" 

Specify

97. Total dose 

Specify amount

98. Units 

   Please Select

99. Unit, "other" 

Specify
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100. Frequency of use 

   Please Select

101. Frequency of use, "other" 

Specify

102. Timing of use 

   Please Select

103. Timing of use, "other" 

Specify

104. Duration of use 

Exposure--WEEKS

Exposure--MONTHS

Exposure--YEARS

Not specified

  

ZINC 
105. Chemical form 

   Please Select

106. Chemical form "other" 

Specify

107. Total dose 

Specify amount

108. Units 

   Please Select

109. Units, "other" 

Specify

110. Frequency of use 

   Please Select

111. Frequency of use, "other" 

Specify

112. Timing of use 

   Please Select

113. Timing of use, "other" 

Specify

114. Duration of use 

Exposure--WEEKS

Exposure--MONTHS

Exposure--YEARS

Not specified

  

MAGNESIUM 
115. Chemical form 

   Please Select

116. Chemical form "other" 
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Specify

117. Total dose 

Specify amount

118. Units 

   Please Select

119. Unit, "other" 

Specify

120. Frequency of use 

   Please Select

121. Frequency of use, "other" 

Specify

122. Timing of use 

   Please Select

123. Timing of use, "other" 

Specify

124. Duration of use 

Exposure--WEEKS

Exposure--MONTHS

Exposure--YEARS

Not specified

  

VITAMIN B1 (thiamine) 
125. Chemical form 

   Please Select

126. Chemical form "other" 

Specify

127. Total dose 

Specify amount

128. Units 

   Please Select

129. Unit, "other" 

Specify

130. Frequency of use 

   Please Select

131. Frequency of use, "other" 

Specify

132. Timing of use 

   Please Select

133. Timing of use, "other" 

Specify

134. Duration of use 

Exposure--WEEKS

Exposure--MONTHS
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Exposure--YEARS

Not specified

  

VITAMIN B2 (riboflavin) 
135. Chemical form 

   Please Select

136. Chemical form "other" 

Specify

137. Total dose 

Specify amount

138. Units 

   Please Select

139. Unit, "other" 

Specify

140. Frequency of use 

   Please Select

141. Frequency of use, "other" 

Specify

142. Timing of use 

   Please Select

143. Timing of use, "other" 

Specify

144. Duration of use 

Exposure--WEEKS

Exposure--MONTHS

Exposure--YEARS

Not specified

  

NIACIN 
145. Chemical form 

   Please Select

146. Chemical form "other" 

Specify

147. Total dose 

Specify amount

148. Units 

   Please Select

149. Unit, "other" 

Specify

150. Frequency of use 

   Please Select

151. Frequency of use, "other" 

Specify
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152. Timing of use 

   Please Select

153. Timing of use, "other" 

Specify

154. Duration of use 

Exposure--WEEKS

Exposure--MONTHS

Exposure--YEARS

Not specified

  

SELENIUM 
155. Chemical form 

   Please Select

156. Chemical form "other" 

Specify

157. Total dose 

Specify amount

158. Units 

   Please Select

159. Unit, "other" 

Specify

160. Frequency of use 

   Please Select

161. Frequency of use, "other" 

Specify

162. Timing of use 

   Please Select

163. Timing of use, "other" 

Specify

164. Duration of use 

Exposure--WEEKS

Exposure--MONTHS

Exposure--YEARS

Not specified

165. OTHER 

1

166. Chemical form 

Specify

Not specified

167. Total dose 

Specify amount
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168. Units 

   Please Select

169. Unit, "other" 

Specify

170. Frequency of use 

   Please Select

171. Frequency of use, "other" 

Specify

172. Timing of use 

   Please Select

173. Timing of use, "other" 

Specify

174. Duration of use 

Exposure--WEEKS

Exposure--MONTHS

Exposure--YEARS

Not specified

175. OTHER 

2

176. Chemical form 

Specify

Not specified

177. Total dose 

Specify amount

178. Units 

   Please Select

179. Unit, "other" 

Specify

180. Frequency of use 

   Please Select

181. Frequency of use, "other" 

Specify

182. Timing of use 

   Please Select

183. Timing of use, "other" 

Specify

184. Duration of use 

Exposure--WEEKS

Exposure--MONTHS

Exposure--YEARS

Not specified

185. OTHER 
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3

186. Chemical form 

Specify

Not specified

187. Total dose 

Specify amount

188. Units 

   Please Select

189. Unit, "other" 

Specify

190. Frequency of use 

   Please Select

191. Frequency of use, "other" 

Specify

192. Timing of use 

   Please Select

193. Timing of use, "other" 

Specify

194. Duration of use 

Exposure--WEEKS

Exposure--MONTHS

Exposure--YEARS

Not specified

195. OTHER 

4

196. Chemical form 

Specify

Not specified

197. Total dose 

Specify amount

198. Units 

   Please Select

199. Unit, "other" 

Specify

200. Frequency of use 

   Please Select

201. Frequency of use, "other" 

Specify

202. Timing of use 

   Please Select

203. Timing of use, "other" 

Specify

204. Duration of use 
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Form took 12.03125 seconds to render 

Exposure--WEEKS

Exposure--MONTHS

Exposure--YEARS

Not specified

205. OTHER 

5

206. Chemical form 

Specify

Not specified

207. Total dose 

Specify amount

208. Units 

   Please Select

209. Unit, "other" 

Specify

210. Frequency of use 

   Please Select

211. Frequency of use, "other" 

Specify

212. Timing of use 

   Please Select

213. Timing of use, "other" 

Specify

214. Duration of use 

Exposure--WEEKS

Exposure--MONTHS

Exposure--YEARS

Not specified

215. Notes on ARM 1 

Enlarge    Shrink     
Submit Data
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Previewing Only: You cannot submit data from this form

Previewing at Level 13 

Refid: 1, Cosman, F., Nieves, J., Zion, M., Woelfert, L., Luckey, M., and Lindsay, R., Daily and cyclic parathyroid hormone in women receiving alendronate, N Engl J Med, 353(6), 2005, p.566-75
State: Excluded, Level: 1

Submit Data

Study Results (Outcomes) 
This form is ONLY to be used for studies applying to Key Questions 1 and/or 2. 

  
Study endpoints: 
Check all that apply, please be as complete as possible in your answers. 

Primary endpoint Secondary endpoint

1. Any cancer   Clear

2. Cancer other than non-melanoma skin cancer   Clear

3. Breast cancer   Clear

4. Colorectal cancer   Clear

5. Lung cancer   Clear

6. Prostate cancer   Clear

7. Gastric cancer   Clear

8. Myocardial infarction   Clear

9. Stroke   Clear

10. Cancer other than non-melanoma skin cancer   Clear

11. Type II diabetes   Clear

12. Parkinson's disease   Clear

13. Dementia   Clear

14. Cataracts   Clear

15. Macular degeneration   Clear

16. Hearing loss   Clear

17. Osteporosis   Clear

18. Bone mineral density   Clear

19. Rheumatiod arthritis   Clear

20. Osteoarthritis   Clear

21. Osteopenia   Clear

22. Non-alcoholic steatohepatitis   Clear

23. Non-alcoholic fatty-liver disease   Clear

24. Chronic renal insufficiency   Clear

25. Chronic nepholithiasis   Clear

26. HIV infection   Clear

27. Hepatitis C   Clear

28. Tuberculosis   Clear

29. Chronic obstructive pulmonary disease   Clear

Define Primary endpoint Secondary endpoint

30. Other
 

  

Page 1 of 7SRS Form

02/14/2006https://www.clinical-analytics.com/d2d/ul1/review.asp?mode=previewMode&articleid=268&level=13



31. Other
 

  

32. Other
 

  

33. Other
 

  

34. Other
 

  

35. Other
 

  

36. Other
 

  

37. Other
 

  

38. Other
 

  

39. Other
 

  

40. Other
 

  

41. Other
 

  

42. Other
 

 

  

Study results (disease endpoints): 
Do not include BMD, or area of opacity results in this table, a seperate table has been supplied for this data. 
Check all that apply, please be as complete as possible in your answers. 

Diseease endpoint Study supplement Total Number in study 
(active/placebo)

Number of disease events 
(active/placebo) Person years (active/placebo) Incidence Unadjusted estimates (point estimate and 95% CI--

specify RR, OR, or HR) p-value

43. 
1.
44. 
2.
45. 
3.
46. 
4.
47. 
5.
48. 
6.
49. 
7.
50. 
8.
51. 
9.

  

Study results (Bone Mineral Density (BMD)): 
Do not include data on area of opacity in this table, a seperate table has been supplied for this data. 
Check all that apply, please be as complete as possible in your answers. 

Randomized group Bone density site Median IQR change from Mean change from baseline Standard deviation Standard error 95% CI Difference from placebo (95% p-value
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baseline CI)
52. 
1.
53. 
2.
54. 
3.
55. 
4.
56. 
5.
57. 
6.
58. 
7.
59. 
8.
60. 
9.

  

Study results (area of opacity (% pixels opaque), cognitive function test results or results from other contour measurements): Do not include data on bone mineral density in this table, a seperate table has been supplied for this data.
Check all that apply, please be as complete as possible in your answers. 

Randomized group Median IQR Mean change from baseline Standard deviation Standard error 95% CI Difference from placebo (95% CI) p-value Com

61. 1.

62. 2.

63. 3.

64. 4.

65. 5.

66. 6.

67. 7.

68. 8.

69. 9.

70. What subgroups were analyzed? 

Gender (specify)

Age (specify)

Ethnicity (specify)

Other (specify)

71. Subgroup 1 

Enlarge    Shrink     

Diseease endpoint Study supplement Total Number in study 
(active/placebo)

Number of disease events 
(active/placebo) Person years (active/placebo) Incidence Unadjusted estimates (point estimate and 95% CI--

specify RR, OR, or HR) p-value

72. 
1.
73. 
2.
74. 
3.
75. 
4.
76. 
5.
77. 
6.
78. 
7.
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79. 
8.

80. Subgroup 2 

Enlarge    Shrink     

Diseease endpoint Study supplement Total Number in study 
(active/placebo)

Number of disease events 
(active/placebo) Person years (active/placebo) Incidence Unadjusted estimates (point estimate and 95% CI--

specify RR, OR, or HR) p-value

81. 
1.
82. 
2.
83. 
3.
84. 
4.

85. Notes on Efficacy Outcomes 

Enlarge    Shrink     
86. Subgroup 3 

Enlarge    Shrink     

Diseease endpoint Study supplement Total Number in study 
(active/placebo)

Number of disease events 
(active/placebo) Person years (active/placebo) Incidence Unadjusted estimates (point estimate and 95% CI--

specify RR, OR, or HR) p-value

87. 
1.
88. 
2.
89. 
3.
90. 
4.

91. Notes on Efficacy Outcomes 

Enlarge    Shrink     
92. Subgroup 4 

Enlarge    Shrink     

Diseease endpoint Study supplement Total Number in study 
(active/placebo)

Number of disease events 
(active/placebo) Person years (active/placebo) Incidence Unadjusted estimates (point estimate and 95% CI--

specify RR, OR, or HR) p-value

93. 
1.
94. 
2.
95. 
3.
96. 
4.

97. Notes on Efficacy Outcomes 

Enlarge    Shrink     
98. Subgroup 5 

Enlarge    Shrink     

Diseease endpoint Study supplement Total Number in study Number of disease events Person years (active/placebo) Incidence Unadjusted estimates (point estimate and 95% CI-- p-value
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(active/placebo) (active/placebo) specify RR, OR, or HR)

99. 1.

100. 
2.
101. 
3.
102. 
4.

103. Notes on Efficacy Outcomes 

Enlarge    Shrink     
104. Subgroup 6 

Enlarge    Shrink     

Diseease endpoint Study supplement Total Number in study 
(active/placebo)

Number of disease events 
(active/placebo) Person years (active/placebo) Incidence Unadjusted estimates (point estimate and 95% CI--

specify RR, OR, or HR) p-value

105. 
1.
106. 
2.
107. 
3.
108. 
4.

109. Notes on Efficacy Outcomes 

Enlarge    Shrink     
110. Subgroup 7 

Enlarge    Shrink     

Diseease endpoint Study supplement Total Number in study 
(active/placebo)

Number of disease events 
(active/placebo) Person years (active/placebo) Incidence Unadjusted estimates (point estimate and 95% CI--

specify RR, OR, or HR) p-value

111. 
1.
112. 
2.
113. 
3.
114. 
4.

115. Notes on Efficacy Outcomes 

Enlarge    Shrink     
116. Subgroup 8 

Enlarge    Shrink     

Diseease endpoint Study supplement Total Number in study 
(active/placebo)

Number of disease events 
(active/placebo) Person years (active/placebo) Incidence Unadjusted estimates (point estimate and 95% CI--

specify RR, OR, or HR) p-value

117. 
1.
118. 
2.
119. 
3.
120. 
4.
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121. Notes on Efficacy Outcomes 

Enlarge    Shrink     
122. Subgroup 9 

Enlarge    Shrink     

Diseease endpoint Study supplement Total Number in study 
(active/placebo)

Number of disease events 
(active/placebo) Person years (active/placebo) Incidence Unadjusted estimates (point estimate and 95% CI--

specify RR, OR, or HR) p-value

123. 
1.
124. 
2.
125. 
3.
126. 
4.

127. Notes on Efficacy Outcomes 

Enlarge    Shrink     
128. Subgroup 10 

Enlarge    Shrink     

Diseease endpoint Study supplement Total Number in study 
(active/placebo)

Number of disease events 
(active/placebo) Person years (active/placebo) Incidence Unadjusted estimates (point estimate and 95% CI--

specify RR, OR, or HR) p-value

129. 
1.
130. 
2.
131. 
3.
132. 
4.

133. Notes on Efficacy Outcomes 

Enlarge    Shrink     
134. Subgroup 11 

Enlarge    Shrink     

Diseease endpoint Study supplement Total Number in study 
(active/placebo)

Number of disease events 
(active/placebo) Person years (active/placebo) Incidence Unadjusted estimates (point estimate and 95% CI--

specify RR, OR, or HR) p-value

135. 
1.
136. 
2.
137. 
3.
138. 
4.

139. Notes on Efficacy Outcomes 

Enlarge    Shrink     
140. Subgroup 12 
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Form took 3.265625 seconds to render 

Enlarge    Shrink     

Diseease endpoint Study supplement Total Number in study 
(active/placebo)

Number of disease events 
(active/placebo) Person years (active/placebo) Incidence Unadjusted estimates (point estimate and 95% CI--

specify RR, OR, or HR) p-value

141. 
1.
142. 
2.
143. 
3.
144. 
4.

145. Notes on Efficacy Outcomes 

Enlarge    Shrink     
146. Subgroup 13 

Enlarge    Shrink     

Diseease endpoint Study supplement Total Number in study 
(active/placebo)

Number of disease events 
(active/placebo) Person years (active/placebo) Incidence Unadjusted estimates (point estimate and 95% CI--

specify RR, OR, or HR) p-value

147. 
1.
148. 
2.
149. 
3.
150. 
4.

151. Notes on Efficacy Outcomes 

Enlarge    Shrink     
Submit Data
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Previewing Only: You cannot submit data from this form

Previewing at Level 14 

Refid: 1, Cosman, F., Nieves, J., Zion, M., Woelfert, L., Luckey, M., and Lindsay, R., Daily and cyclic parathyroid hormone in women receiving alendronate, N Engl J Med, 353(6), 2005, p.566-75
State: Excluded, Level: 1

Submit Data

Study Results (Outcomes) 
This form is ONLY to be used for studies applying to Key Questions 3 and/or 4. 

  
  

Types of Outcomes 
(Study Endpoints) 

  
1. List ALL safety-related outcomes reported in this study 

1.

2.

3.

4.

5.

6.

Criteria for causality (for outcome 1 listed above): 
Yes No Not reported

2. Did supplement use take place prior to adverse events/effects (i.e., temporal relationships)?  Clear

3. Did the original data reported in this article support a dose-respones relationship?  Clear

4. Did advers effects disappear after discontinuation of supplement use?  Clear

5. Was there evidence that serum levels of nutrients increased after supplementation?  Clear

6. Was there lack of alternative cause for the edverse effects other than supplemetn use?  Clear

7. Did adverse effectrs occur again after re-use of the supplements?  Clear

Criteria for causality (for outcome 2 listed above): 
Yes No Not reported

8. Did supplement use take place prior to adverse events/effects (i.e., temporal relationships)?  Clear

9. Did the original data reported in this article support a dose-respones relationship?  Clear

10. Did advers effects disappear after discontinuation of supplement use?  Clear

11. Was there evidence that serum levels of nutrients increased after supplementation?  Clear

12. Was there lack of alternative cause for the edverse effects other than supplemetn use?  Clear

13. Did adverse effectrs occur again after re-use of the supplements?  Clear

Criteria for causality (for outcome 3 listed above): 
Yes No Not reported

14. Did supplement use take place prior to adverse events/effects (i.e., temporal relationships)?  Clear

15. Did the original data reported in this article support a dose-respones relationship?  Clear

16. Did advers effects disappear after discontinuation of supplement use?  Clear

17. Was there evidence that serum levels of nutrients increased after supplementation?  Clear

18. Was there lack of alternative cause for the edverse effects other than supplemetn use?  Clear

19. Did adverse effectrs occur again after re-use of the supplements?  Clear

Criteria for causality (for outcome 4 listed above): 
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Yes No Not reported

20. Did supplement use take place prior to adverse events/effects (i.e., temporal relationships)?  Clear

21. Did the original data reported in this article support a dose-respones relationship?  Clear

22. Did advers effects disappear after discontinuation of supplement use?  Clear

23. Was there evidence that serum levels of nutrients increased after supplementation?  Clear

24. Was there lack of alternative cause for the edverse effects other than supplemetn use?  Clear

25. Did adverse effectrs occur again after re-use of the supplements?  Clear

Criteria for causality (for outcome 5 listed above): 
Yes No Not reported

26. Did supplement use take place prior to adverse events/effects (i.e., temporal relationships)?  Clear

27. Did the original data reported in this article support a dose-respones relationship?  Clear

28. Did advers effects disappear after discontinuation of supplement use?  Clear

29. Was there evidence that serum levels of nutrients increased after supplementation?  Clear

30. Was there lack of alternative cause for the edverse effects other than supplemetn use?  Clear

31. Did adverse effectrs occur again after re-use of the supplements?  Clear

Criteria for causality (for outcome 6 listed above): 
Yes No Not reported

32. Did supplement use take place prior to adverse events/effects (i.e., temporal relationships)?  Clear

33. Did the original data reported in this article support a dose-respones relationship?  Clear

34. Did advers effects disappear after discontinuation of supplement use?  Clear

35. Was there evidence that serum levels of nutrients increased after supplementation?  Clear

36. Was there lack of alternative cause for the edverse effects other than supplemetn use?  Clear

37. Did adverse effectrs occur again after re-use of the supplements?  Clear

  

Study results (note that side effects may be presented as reasons for dropouts). 

  
38. 
Nutrient 

Enlarge 
   Shrink     

39. Outcome 
as adverse 
event/event 
(i.e., vomiting, 
hives). 

Enlarge    Shrink     

40. Side effects or 
adverse events 
reported? 

   Please Select

41. Number 
of events in 
the active 
(nutrient) 
group. 
enter "0" if no 
adverse effects 
occurred 
enter "not 
reported" if the 
result was not 
reported 

Enlarge 
   Shrink     

42. 
Number 
of events 
in the 
control 
group. 
enter "0" if no 
adverse 
effects 
occurred 
enter "not 
reported" if 
the result 
was not 
reported 

Enlarge 
   Shrink     

43. Change in active (nutrient) group 
(e.g., cholesterol data)  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
reported

Not 
applicable

44. Change in control group  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
applicable

Not 
reported

45. Point estimate 

Relative 
Risk

Odds 
Ratio

Hazard 
Ratio

Not 
applicable

Not 
reported

46. 95% CI 
Not 

applicable

Not 
reported

Reported

47. 
Comment 
(e.g., 
adjusted for 
any factor) 

Enlarge 
   Shrink     

48. 
Nutrient 

Enlarge 
   Shrink     

49. Outcome 
as adverse 
event/event 
(i.e., vomiting, 
hives). 

Enlarge    Shrink     

50. Side effects or 
adverse events 
reported? 

   Please Select

51. Number 
of events in 
the active 
(nutrient) 
group. 
enter "0" if no 
adverse effects 
occurred 
enter "not 
reported" if the 

52. 
Number 
of events 
in the 
control 
group. 
enter "0" if no 
adverse 
effects 
occurred 

53. Change in active (nutrient) group 
(e.g., cholesterol data)  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

54. Change in control group  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 

55. Point estimate 

Relative 
Risk

Odds 
Ratio

Hazard 
Ratio

56. 95% CI 
Not applicable

Not reported

57. 
Comment 
(e.g., 
adjusted for 
any factor) 

Enlarge 
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result was not 
reported 

Enlarge 
   Shrink     

enter "not 
reported" if 
the result 
was not 
reported 

Enlarge 
   Shrink     

Mean 
(SE)

Median

Other

Not 
reported

Not 
applicable

(SE)

Median

Other

Not 
applicable

Not 
reported

Not 
applicable

Not 
reported

   Shrink     

58. 
Nutrient 

Enlarge 
   Shrink     

59. Outcome 
as adverse 
event/event 
(i.e., vomiting, 
hives). 

Enlarge    Shrink     

60. Side effects or 
adverse events 
reported? 

   Please Select

61. Number 
of events in 
the active 
(nutrient) 
group. 
enter "0" if no 
adverse effects 
occurred 
enter "not 
reported" if the 
result was not 
reported 

Enlarge 
   Shrink     

62. 
Number 
of events 
in the 
control 
group. 
enter "0" if no 
adverse 
effects 
occurred 
enter "not 
reported" if 
the result 
was not 
reported 

Enlarge 
   Shrink     

63. Change in active (nutrient) group 
(e.g., cholesterol data)  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
reported

Not 
applicable

64. Change in control group  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
applicable

Not 
reported

65. Point estimate 

Relative 
Risk

Odds 
Ratio

Hazard 
Ratio

Not 
applicable

Not 
reported

66. 95% CI 
Not 

applicable

Not 
reported

Reported

67. 
Comment 
(e.g., 
adjusted for 
any factor) 

Enlarge 
   Shrink     

68. 
Nutrient 

Enlarge 
   Shrink     

69. Outcome 
as adverse 
event/event 
(i.e., vomiting, 
hives). 

Enlarge    Shrink     

70. Side effects or 
adverse events 
reported? 

   Please Select

71. Number 
of events in 
the active 
(nutrient) 
group. 
enter "0" if no 
adverse effects 
occurred 
enter "not 
reported" if the 
result was not 
reported 

Enlarge 
   Shrink     

72. 
Number 
of events 
in the 
control 
group. 
enter "0" if no 
adverse 
effects 
occurred 
enter "not 
reported" if 
the result 
was not 
reported 

Enlarge 
   Shrink     

73. Change in active (nutrient) group 
(e.g., cholesterol data)  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
reported

Not 
applicable

74. Change in control group  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
applicable

Not 
reported

75. Point estimate 

Relative 
Risk

Odds 
Ratio

Hazard 
Ratio

Not 
applicable

Not 
reported

76. 95% CI 
Not 

applicable

Not 
reported

Reported

77. 
Comment 
(e.g., 
adjusted for 
any factor) 

Enlarge 
   Shrink     

78. 
Nutrient 

Enlarge 
   Shrink     

79. Outcome 
as adverse 
event/event 
(i.e., vomiting, 
hives). 

Enlarge    Shrink     

80. Side effects or 
adverse events 
reported? 

   Please Select

81. Number 
of events in 
the active 
(nutrient) 
group. 
enter "0" if no 
adverse effects 
occurred 
enter "not 
reported" if the 
result was not 
reported 

Enlarge 
   Shrink     

82. 
Number 
of events 
in the 
control 
group. 
enter "0" if no 
adverse 
effects 
occurred 
enter "not 
reported" if 
the result 
was not 
reported 

Enlarge 
   Shrink     

83. Change in active (nutrient) group 
(e.g., cholesterol data)  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
reported

Not 
applicable

84. Change in control group  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
applicable

Not 
reported

85. Point estimate 

Relative 
Risk

Odds 
Ratio

Hazard 
Ratio

Not 
applicable

Not 
reported

86. 95% CI 
Not 

applicable

Not 
reported

Reported

87. 
Comment 
(e.g., 
adjusted for 
any factor) 

Enlarge 
   Shrink     

88. 89. Outcome 90. Side effects or 91. Number 92. 93. Change in active (nutrient) group 94. Change in control group  95. Point estimate 96. 95% CI 97. 
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Nutrient 

Enlarge 
   Shrink     

as adverse 
event/event 
(i.e., vomiting, 
hives). 

Enlarge    Shrink     

adverse events 
reported? 

   Please Select

of events in 
the active 
(nutrient) 
group. 
enter "0" if no 
adverse effects 
occurred 
enter "not 
reported" if the 
result was not 
reported 

Enlarge 
   Shrink     

Number 
of events 
in the 
control 
group. 
enter "0" if no 
adverse 
effects 
occurred 
enter "not 
reported" if 
the result 
was not 
reported 

Enlarge 
   Shrink     

(e.g., cholesterol data)  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
reported

Not 
applicable

answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
applicable

Not 
reported

Relative 
Risk

Odds 
Ratio

Hazard 
Ratio

Not 
applicable

Not 
reported

Not 
applicable

Not 
reported

Reported

Comment 
(e.g., 
adjusted for 
any factor) 

Enlarge 
   Shrink     

98. 
Nutrient 

Enlarge 
   Shrink     

99. Outcome 
as adverse 
event/event 
(i.e., vomiting, 
hives). 

Enlarge    Shrink     

100. Side effects or 
adverse events 
reported? 

   Please Select

101. 
Number of 
events in 
the active 
(nutrient) 
group. 
enter "0" if no 
adverse effects 
occurred 
enter "not 
reported" if the 
result was not 
reported 

Enlarge 
   Shrink     

102. 
Number 
of events 
in the 
control 
group. 
enter "0" if no 
adverse 
effects 
occurred 
enter "not 
reported" if 
the result 
was not 
reported 

Enlarge 
   Shrink     

103. Change in active (nutrient) group 
(e.g., cholesterol data)  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
reported

Not 
applicable

104. Change in control group  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
applicable

Not 
reported

105. Point estimate 

Relative 
Risk

Odds 
Ratio

Hazard 
Ratio

Not 
applicable

Not 
reported

106. 95% CI 
Not 

applicable

Not 
reported

Reported

107. 
Comment 
(e.g., 
adjusted for 
any factor) 

Enlarge 
   Shrink     

108. 
Nutrient 

Enlarge 
   Shrink     

109. Outcome 
as adverse 
event/event 
(i.e., vomiting, 
hives). 

Enlarge    Shrink     

110. Side effects or 
adverse events 
reported? 

   Please Select

111. 
Number of 
events in 
the active 
(nutrient) 
group. 
enter "0" if no 
adverse effects 
occurred 
enter "not 
reported" if the 
result was not 
reported 

Enlarge 
   Shrink     

112. 
Number 
of events 
in the 
control 
group. 
enter "0" if no 
adverse 
effects 
occurred 
enter "not 
reported" if 
the result 
was not 
reported 

Enlarge 
   Shrink     

113. Change in active (nutrient) group 
(e.g., cholesterol data)  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
reported

Not 
applicable

114. Change in control group  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
applicable

Not 
reported

115. Point estimate 

Relative 
Risk

Odds 
Ratio

Hazard 
Ratio

Not 
applicable

Not 
reported

116. 95% CI 
Not 

applicable

Not 
reported

Reported

117. 
Comment 
(e.g., 
adjusted for 
any factor) 

Enlarge 
   Shrink     

118. 
Nutrient 

Enlarge 
   Shrink     

119. Outcome 
as adverse 
event/event 
(i.e., vomiting, 
hives). 

Enlarge    Shrink     

120. Side effects or 
adverse events 
reported? 

   Please Select

121. 
Number of 
events in 
the active 
(nutrient) 
group. 
enter "0" if no 
adverse effects 
occurred 
enter "not 
reported" if the 
result was not 
reported 

122. 
Number 
of events 
in the 
control 
group. 
enter "0" if no 
adverse 
effects 
occurred 
enter "not 
reported" if 
the result 
was not 
reported 

123. Change in active (nutrient) group 
(e.g., cholesterol data)  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

124. Change in control group  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

125. Point estimate 

Relative 
Risk

Odds 
Ratio

Hazard 
Ratio

Not 
applicable

Not 

126. 95% CI 
Not 

applicable

Not 
reported

Reported

127. 
Comment 
(e.g., 
adjusted for 
any factor) 

Enlarge 
   Shrink     
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Enlarge 
   Shrink     

Enlarge 
   Shrink     

Other

Not 
reported

Not 
applicable

Not 
applicable

Not 
reported

reported

128. 
Nutrient 

Enlarge 
   Shrink     

129. Outcome 
as adverse 
event/event 
(i.e., vomiting, 
hives). 

Enlarge    Shrink     

130. Side effects or 
adverse events 
reported? 

   Please Select

131. 
Number of 
events in 
the active 
(nutrient) 
group. 
enter "0" if no 
adverse effects 
occurred 
enter "not 
reported" if the 
result was not 
reported 

Enlarge 
   Shrink     

132. 
Number 
of events 
in the 
control 
group. 
enter "0" if no 
adverse 
effects 
occurred 
enter "not 
reported" if 
the result 
was not 
reported 

Enlarge 
   Shrink     

133. Change in active (nutrient) group 
(e.g., cholesterol data)  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
reported

Not 
applicable

134. Change in control group  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
applicable

Not 
reported

135. Point estimate 

Relative 
Risk

Odds 
Ratio

Hazard 
Ratio

Not 
applicable

Not 
reported

136. 95% CI 
Not 

applicable

Not 
reported

Reported

137. 
Comment 
(e.g., 
adjusted for 
any factor) 

Enlarge 
   Shrink     

138. 
Nutrient 

Enlarge 
   Shrink     

139. Outcome 
as adverse 
event/event 
(i.e., vomiting, 
hives). 

Enlarge    Shrink     

140. Side effects or 
adverse events 
reported? 

   Please Select

141. 
Number of 
events in 
the active 
(nutrient) 
group. 
enter "0" if no 
adverse effects 
occurred 
enter "not 
reported" if the 
result was not 
reported 

Enlarge 
   Shrink     

142. 
Number 
of events 
in the 
control 
group. 
enter "0" if no 
adverse 
effects 
occurred 
enter "not 
reported" if 
the result 
was not 
reported 

Enlarge 
   Shrink     

143. Change in active (nutrient) group 
(e.g., cholesterol data)  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
reported

Not 
applicable

144. Change in control group  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
applicable

Not 
reported

145. Point estimate 

Relative 
Risk

Odds 
Ratio

Hazard 
Ratio

Not 
applicable

Not 
reported

146. 95% CI 
Not 

applicable

Not 
reported

Reported

147. 
Comment 
(e.g., 
adjusted for 
any factor) 

Enlarge 
   Shrink     

148. 
Nutrient 

Enlarge 
   Shrink     

149. Outcome 
as adverse 
event/event 
(i.e., vomiting, 
hives). 

Enlarge    Shrink     

150. Side effects or 
adverse events 
reported? 

   Please Select

151. 
Number of 
events in 
the active 
(nutrient) 
group. 
enter "0" if no 
adverse effects 
occurred 
enter "not 
reported" if the 
result was not 
reported 

Enlarge 
   Shrink     

152. 
Number 
of events 
in the 
control 
group. 
enter "0" if no 
adverse 
effects 
occurred 
enter "not 
reported" if 
the result 
was not 
reported 

Enlarge 
   Shrink     

153. Change in active (nutrient) group 
(e.g., cholesterol data)  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
reported

Not 
applicable

154. Change in control group  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
applicable

Not 
reported

155. Point estimate 

Relative 
Risk

Odds 
Ratio

Hazard 
Ratio

Not 
applicable

Not 
reported

156. 95% CI 
Not 

applicable

Not 
reported

Reported

157. 
Comment 
(e.g., 
adjusted for 
any factor) 

Enlarge 
   Shrink     

158. 
Nutrient 

159. Outcome 
as adverse 
event/event 
(i.e., vomiting, 
hives). 

160. Side effects or 
adverse events 
reported? 

   Please Select

161. 
Number of 
events in 
the active 
(nutrient) 

162. 
Number 
of events 
in the 
control 

163. Change in active (nutrient) group 
(e.g., cholesterol data)  
answer all that apply 

Mean 

164. Change in control group  
answer all that apply 

Mean 
(95% CI)

165. Point estimate 

Relative 
Risk

Odds 

166. 95% CI 

Not 
applicable

Not 

167. 
Comment 
(e.g., 
adjusted for 
any factor) 
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Enlarge 
   Shrink     

Enlarge    Shrink     

group. 
enter "0" if no 
adverse effects 
occurred 
enter "not 
reported" if the 
result was not 
reported 

Enlarge 
   Shrink     

group. 
enter "0" if no 
adverse 
effects 
occurred 
enter "not 
reported" if 
the result 
was not 
reported 

Enlarge 
   Shrink     

(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
reported

Not 
applicable

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
applicable

Not 
reported

Ratio

Hazard 
Ratio

Not 
applicable

Not 
reported

reported

Reported

Enlarge 
   Shrink     

168. 
Nutrient 

Enlarge 
   Shrink     

169. Outcome 
as adverse 
event/event 
(i.e., vomiting, 
hives). 

Enlarge    Shrink     

170. Side effects or 
adverse events 
reported? 

   Please Select

171. 
Number of 
events in 
the active 
(nutrient) 
group. 
enter "0" if no 
adverse effects 
occurred 
enter "not 
reported" if the 
result was not 
reported 

Enlarge 
   Shrink     

172. 
Number 
of events 
in the 
control 
group. 
enter "0" if no 
adverse 
effects 
occurred 
enter "not 
reported" if 
the result 
was not 
reported 

Enlarge 
   Shrink     

173. Change in active (nutrient) group 
(e.g., cholesterol data)  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
reported

Not 
applicable

174. Change in control group  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
applicable

Not 
reported

175. Point estimate 

Relative 
Risk

Odds 
Ratio

Hazard 
Ratio

Not 
applicable

Not 
reported

176. 95% CI 
Not 

applicable

Not 
reported

Reported

177. 
Comment 
(e.g., 
adjusted for 
any factor) 

Enlarge 
   Shrink     

178. 
Nutrient 

Enlarge 
   Shrink     

179. Outcome 
as adverse 
event/event 
(i.e., vomiting, 
hives). 

Enlarge    Shrink     

180. Side effects or 
adverse events 
reported? 

   Please Select

181. 
Number of 
events in 
the active 
(nutrient) 
group. 
enter "0" if no 
adverse effects 
occurred 
enter "not 
reported" if the 
result was not 
reported 

Enlarge 
   Shrink     

182. 
Number 
of events 
in the 
control 
group. 
enter "0" if no 
adverse 
effects 
occurred 
enter "not 
reported" if 
the result 
was not 
reported 

Enlarge 
   Shrink     

183. Change in active (nutrient) group 
(e.g., cholesterol data)  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
reported

Not 
applicable

184. Change in control group  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
applicable

Not 
reported

185. Point estimate 

Relative 
Risk

Odds 
Ratio

Hazard 
Ratio

Not 
applicable

Not 
reported

186. 95% CI 
Not 

applicable

Not 
reported

Reported

187. 
Comment 
(e.g., 
adjusted for 
any factor) 

Enlarge 
   Shrink     

188. 
Nutrient 

Enlarge 
   Shrink     

189. Outcome 
as adverse 
event/event 
(i.e., vomiting, 
hives). 

Enlarge    Shrink     

190. Side effects or 
adverse events 
reported? 

   Please Select

191. 
Number of 
events in 
the active 
(nutrient) 
group. 
enter "0" if no 
adverse effects 
occurred 
enter "not 
reported" if the 
result was not 
reported 

Enlarge 
   Shrink     

192. 
Number 
of events 
in the 
control 
group. 
enter "0" if no 
adverse 
effects 
occurred 
enter "not 
reported" if 
the result 
was not 
reported 

193. Change in active (nutrient) group 
(e.g., cholesterol data)  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
reported

194. Change in control group  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
applicable

195. Point estimate 

Relative 
Risk

Odds 
Ratio

Hazard 
Ratio

Not 
applicable

Not 
reported

196. 95% CI 
Not 

applicable

Not 
reported

Reported

197. 
Comment 
(e.g., 
adjusted for 
any factor) 

Enlarge 
   Shrink     
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Enlarge 
   Shrink     Not 

applicable
Not 

reported
198. 
Nutrient 

Enlarge 
   Shrink     

199. Outcome 
as adverse 
event/event 
(i.e., vomiting, 
hives). 

Enlarge    Shrink     

200. Side effects or 
adverse events 
reported? 

   Please Select

201. 
Number of 
events in 
the active 
(nutrient) 
group. 
enter "0" if no 
adverse effects 
occurred 
enter "not 
reported" if the 
result was not 
reported 

Enlarge 
   Shrink     

202. 
Number 
of events 
in the 
control 
group. 
enter "0" if no 
adverse 
effects 
occurred 
enter "not 
reported" if 
the result 
was not 
reported 

Enlarge 
   Shrink     

203. Change in active (nutrient) group 
(e.g., cholesterol data)  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
reported

Not 
applicable

204. Change in control group  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
applicable

Not 
reported

205. Point estimate 

Relative 
Risk

Odds 
Ratio

Hazard 
Ratio

Not 
applicable

Not 
reported

206. 95% CI 
Not 

applicable

Not 
reported

Reported

207. 
Comment 
(e.g., 
adjusted for 
any factor) 

Enlarge 
   Shrink     

208. 
Nutrient 

Enlarge 
   Shrink     

209. Outcome 
as adverse 
event/event 
(i.e., vomiting, 
hives). 

Enlarge    Shrink     

210. Side effects or 
adverse events 
reported? 

   Please Select

211. 
Number of 
events in 
the active 
(nutrient) 
group. 
enter "0" if no 
adverse effects 
occurred 
enter "not 
reported" if the 
result was not 
reported 

Enlarge 
   Shrink     

212. 
Number 
of events 
in the 
control 
group. 
enter "0" if no 
adverse 
effects 
occurred 
enter "not 
reported" if 
the result 
was not 
reported 

Enlarge 
   Shrink     

213. Change in active (nutrient) group 
(e.g., cholesterol data)  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
reported

Not 
applicable

214. Change in control group  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
applicable

Not 
reported

215. Point estimate 

Relative 
Risk

Odds 
Ratio

Hazard 
Ratio

Not 
applicable

Not 
reported

216. 95% CI 
Not 

applicable

Not 
reported

Reported

217. 
Comment 
(e.g., 
adjusted for 
any factor) 

Enlarge 
   Shrink     

218. 
Nutrient 

Enlarge 
   Shrink     

219. Outcome 
as adverse 
event/event 
(i.e., vomiting, 
hives). 

Enlarge    Shrink     

220. Side effects or 
adverse events 
reported? 

   Please Select

221. 
Number of 
events in 
the active 
(nutrient) 
group. 
enter "0" if no 
adverse effects 
occurred 
enter "not 
reported" if the 
result was not 
reported 

Enlarge 
   Shrink     

222. 
Number 
of events 
in the 
control 
group. 
enter "0" if no 
adverse 
effects 
occurred 
enter "not 
reported" if 
the result 
was not 
reported 

Enlarge 
   Shrink     

223. Change in active (nutrient) group 
(e.g., cholesterol data)  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
reported

Not 
applicable

224. Change in control group  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
applicable

Not 
reported

225. Point estimate 

Relative 
Risk

Odds 
Ratio

Hazard 
Ratio

Not 
applicable

Not 
reported

226. 95% CI 
Not 

applicable

Not 
reported

Reported

227. 
Comment 
(e.g., 
adjusted for 
any factor) 

Enlarge 
   Shrink     

228. 
Nutrient 

Enlarge 
   Shrink     

229. Outcome 
as adverse 
event/event 
(i.e., vomiting, 
hives). 

Enlarge    Shrink     

230. Side effects or 
adverse events 
reported? 

   Please Select

231. 
Number of 
events in 
the active 
(nutrient) 
group. 
enter "0" if no 
adverse effects 
occurred 
enter "not 

232. 
Number 
of events 
in the 
control 
group. 
enter "0" if no 
adverse 
effects 
occurred 

233. Change in active (nutrient) group 
(e.g., cholesterol data)  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

234. Change in control group  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

235. Point estimate 

Relative 
Risk

Odds 
Ratio

Hazard 
Ratio

236. 95% CI 
Not 

applicable

Not 
reported

Reported

237. 
Comment 
(e.g., 
adjusted for 
any factor) 

Enlarge 
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reported" if the 
result was not 
reported 

Enlarge 
   Shrink     

enter "not 
reported" if 
the result 
was not 
reported 

Enlarge 
   Shrink     

Mean 
(SE)

Median

Other

Not 
reported

Not 
applicable

Median

Other

Not 
applicable

Not 
reported

Not 
applicable

Not 
reported

   Shrink     

238. 
Nutrient 

Enlarge 
   Shrink     

239. Outcome 
as adverse 
event/event 
(i.e., vomiting, 
hives). 

Enlarge    Shrink     

240. Side effects or 
adverse events 
reported? 

   Please Select

241. 
Number of 
events in 
the active 
(nutrient) 
group. 
enter "0" if no 
adverse effects 
occurred 
enter "not 
reported" if the 
result was not 
reported 

Enlarge 
   Shrink     

242. 
Number 
of events 
in the 
control 
group. 
enter "0" if no 
adverse 
effects 
occurred 
enter "not 
reported" if 
the result 
was not 
reported 

Enlarge 
   Shrink     

243. Change in active (nutrient) group 
(e.g., cholesterol data)  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
reported

Not 
applicable

244. Change in control group  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
applicable

Not 
reported

245. Point estimate 

Relative 
Risk

Odds 
Ratio

Hazard 
Ratio

Not 
applicable

Not 
reported

246. 95% CI 
Not 

applicable

Not 
reported

Reported

247. 
Comment 
(e.g., 
adjusted for 
any factor) 

Enlarge 
   Shrink     

248. 
Nutrient 

Enlarge 
   Shrink     

249. Outcome 
as adverse 
event/event 
(i.e., vomiting, 
hives). 

Enlarge    Shrink     

250. Side effects or 
adverse events 
reported? 

   Please Select

251. 
Number of 
events in 
the active 
(nutrient) 
group. 
enter "0" if no 
adverse effects 
occurred 
enter "not 
reported" if the 
result was not 
reported 

Enlarge 
   Shrink     

252. 
Number 
of events 
in the 
control 
group. 
enter "0" if no 
adverse 
effects 
occurred 
enter "not 
reported" if 
the result 
was not 
reported 

Enlarge 
   Shrink     

253. Change in active (nutrient) group 
(e.g., cholesterol data)  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
reported

Not 
applicable

254. Change in control group  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
applicable

Not 
reported

255. Point estimate 

Relative 
Risk

Odds 
Ratio

Hazard 
Ratio

Not 
applicable

Not 
reported

256. 95% CI 
Not 

applicable

Not 
reported

Reported

257. 
Comment 
(e.g., 
adjusted for 
any factor) 

Enlarge 
   Shrink     

258. 
Nutrient 

Enlarge 
   Shrink     

259. Outcome 
as adverse 
event/event 
(i.e., vomiting, 
hives). 

Enlarge    Shrink     

260. Side effects or 
adverse events 
reported? 

   Please Select

261. 
Number of 
events in 
the active 
(nutrient) 
group. 
enter "0" if no 
adverse effects 
occurred 
enter "not 
reported" if the 
result was not 
reported 

Enlarge 
   Shrink     

262. 
Number 
of events 
in the 
control 
group. 
enter "0" if no 
adverse 
effects 
occurred 
enter "not 
reported" if 
the result 
was not 
reported 

Enlarge 
   Shrink     

263. Change in active (nutrient) group 
(e.g., cholesterol data)  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
reported

Not 
applicable

264. Change in control group  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
applicable

Not 
reported

265. Point estimate 

Relative 
Risk

Odds 
Ratio

Hazard 
Ratio

Not 
applicable

Not 
reported

266. 95% CI 
Not 

applicable

Not 
reported

Reported

267. 
Comment 
(e.g., 
adjusted for 
any factor) 

Enlarge 
   Shrink     

268. 269. Outcome 270. Side effects or 271. 272. 273. Change in active (nutrient) group 274. Change in control group  275. Point estimate 276. 95% CI 277. 
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Form took 14.8125 seconds to render 

Nutrient 

Enlarge 
   Shrink     

as adverse 
event/event 
(i.e., vomiting, 
hives). 

Enlarge    Shrink     

adverse events 
reported? 

   Please Select

Number of 
events in 
the active 
(nutrient) 
group. 
enter "0" if no 
adverse effects 
occurred 
enter "not 
reported" if the 
result was not 
reported 

Enlarge 
   Shrink     

Number 
of events 
in the 
control 
group. 
enter "0" if no 
adverse 
effects 
occurred 
enter "not 
reported" if 
the result 
was not 
reported 

Enlarge 
   Shrink     

(e.g., cholesterol data)  
answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
reported

Not 
applicable

answer all that apply 

Mean 
(95% CI)

Mean 
(SD)

Mean 
(SE)

Median

Other

Not 
applicable

Not 
reported

Relative 
Risk

Odds 
Ratio

Hazard 
Ratio

Not 
applicable

Not 
reported

Not 
applicable

Not 
reported

Reported

Comment 
(e.g., 
adjusted for 
any factor) 

Enlarge 
   Shrink     

278. NOTES: Add notes on this study regarding data that did not fit into the above form. 

Enlarge    Shrink     
Submit Data
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Previewing Only: You cannot submit data from this form

Previewing at Level 15 

Refid: 1, Cosman, F., Nieves, J., Zion, M., Woelfert, L., Luckey, M., and Lindsay, R., Daily and cyclic parathyroid hormone in women receiving alendronate, N Engl J Med, 353(6), 
2005, p.566-75 
State: Excluded, Level: 1

Submit Data

Quality Review Form 
(only for articles that apply to Key Questions 1 and/or 2) 

NOTE FOR SECOND REVIEWERS: 
All quality reviews should be done independantly. DO NOT follow the serial review instructions as you have for the outcomes data 

NOTE: numbers in brackets () are the quality score
  

Representativeness of the Study Population 
1. Did the study describe the setting and population from which the study sample was drawn, and the dates of the study? 

   Please Select

2. Were detailed inclusion/exclusion criteria provided? 

   Please Select

3. Was information provided on excluded or non-participating individuals? 

   Please Select

4. 

Does the study describe key characteristics of study participants at enrollment? 

Demographics: age, gender, race/ethnicity, education 

Medical risk factors:  
i.    Oncologic (breast cancer, colorectal cancer, lung cancer, prostate cancer, gastric, or any other malignancy, colorectal polyps): family history, medical conditions (e.g. benign prostatic 

hyperplasia, benign breast disease, inflammatory bowel disease). 
ii.    Cardiovascular (MI, stroke): family history of CVD, obesity, lipid profile, hypertension, diabetes 
iii.   Endocrine (type II diabetes): obesity 
iv.   Neurologic (Parkinson’s disease):  

Neurologic (Dementia): 
v.    Age-related sensory loss (cataracts, macular degeneration, hearing loss): 
vi.   Musculoskeletal (osteoporosis, rheumatoid arthritis, osteoarthritis, osteopenia): women, heredity, sex hormone deficiency (estrogen deficiency in women, testosterone deficiency in 

men), low body weight, physical inactivity, poor calcium intake, vitamin D deficiency, excessive alcohol drinking 
vii.  Gastroenterologic (non-alcoholic steatorrheic hepatitis, NAFLD): obesity, type 2 diabetes, elevated total cholesterol or triglyceride. 
viii.  Renal (chronic renal insufficiency, chronic nephrolithiasis): hypertension, diabetes, African American, hypercalciuria 
ix.   HIV infection: 
      Hepatitis C: 

TB:  
x.   Pulmonary: COPD 

Lifestyle risk factors: smoking, prior dietary supplement use, diet, physical activities  

Use of medication: any medication reported, particularly those used to prevent or treat the outcome of interest 

   Please Select

  

Bias and Confounding 
5. Was the assignment of patients to study group randomly determined? 

   Please Select

6. 

Was concealment of allocation sequence adequate? 
   Please Select

* Centralized randomization by telephone; numbered or coded identical containers administered sequentially; on-site computer system which can only be accessed after entering the 
characteristics of an enrolled participant; sequentially numbered, sealed, opaque envelopes. 
** Sealed envelopes but not sequentially numbered or opaque; list of random numbers read by someone entering patient into trial (open list); a trial in which the description suggests adequate 
concealment, but other features are suspicious (for example: markedly unequal controls and trial groups; stated random, but unable to obtain further details. 
*** for example: an open list of random numbers, alternation, date of birth, day of week, case record number, not randomized or unclear. 
7. 

Did the patient groups have any important differences in key patient characteristics? 

Demographics:  age, gender, race/ethnicity, education,  
i.    Oncologic (breast cancer, colorectal cancer, lung cancer, prostate cancer, gastric, or any other malignancy, colorectal polyps): family history, medical conditions (e.g. benign prostatic 

hyperplasia, benign breast disease, inflammatory bowel disease). 
ii.    Cardiovascular (MI, stroke): family history of CVD, obesity, lipid profile, hypertension, diabetes 
iii.   Endocrine (type II diabetes): obesity 
iv.   Neurologic (Parkinson’s disease):  

Neurologic (Dementia): 
v.    Age-related sensory loss (cataracts, macular degeneration, hearing loss): 
vi.   Musculoskeletal (osteoporosis, rheumatoid arthritis, osteoarthritis, osteopenia): women, heredity, sex hormone deficiency (estrogen deficiency in women, testosterone deficiency in 

men), low body weight, physical inactivity, poor calcium intake, vitamin D deficiency, excessive alcohol drinking 
vii.  Gastroenterologic (non-alcoholic steatorrheic hepatitis, NAFLD): obesity, type 2 diabetes, elevated total cholesterol or triglyceride. 
viii.  Renal (chronic renal insufficiency, chronic nephrolithiasis): hypertension, diabetes, African American, hypercalciuria 
ix.   HIV infection: 
      Hepatitis C: 

TB:  
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x.   Pulmonary: COPD 

Lifestyle Factors:  smoking, prior dietary supplement use, diet, physical activities  

Use of medication:  any medication reported, particularly those used to prevent or treat the outcome of interest 

   Please Select

8. 

Did study report adequate information about the use of vitamin/mineral supplements prior to study enrollment? 
   Please Select

9. 

Did the study groups differ in the use of vitamin/mineral supplements prior to study enrollment? 
   Please Select

10. 

Did the study describe medication use during the study period that may affect the net efficacy of the supplements of interest?  
   Please Select

11. 

Were there efforts made to blind study supplements? 
   Please Select

12. 

Did the study report evidence of success on blinding study subjects? 
   Please Select

13. 

Were diagnoses of clinical outcomes in the present study confirmed by medical charts, pathohistological data or registry? 
   Please Select

14. 

Was interpretation of clinical outcomes performed by two or more independent observers?  
   Please Select

15. 

Was there blinding to clinicians, study participants, outcome assessors and statisticians with regard to group assignment? 
   Please Select

16. 

Were all randomized arms blinded? 
   Please Select

  

Description of Study Supplements/Supplementation 
17. 

How well were the details of the study supplements (including placebo)described? (i.e., types of supplements, chemical forms of supplements, and 
dosage, frequency, and duration of supplementation) 

   Please Select

18. 

How good was the assessment of adherence to supplemetnations? 
   Please Select

  

Adherence and Follow-up  
19. 

How did the study describe the flow of participants through each stage? For each group, the number of participants randomly assigned, receiving 
intended intervention, completing the study protocol and analyzed for the primary outcome. 
   Please Select

20. 

How was the participants’ adherence to study supplement use? 
   Please Select

21. 

Was there an unintended cross-over between/among randomized groups? (i.e. subjects in one arm taking what was assigned to another arm) 
   Please Select

22. 

Did the study report the numbers or reasons for withdrawals from the study protocol or for participants otherwise lost to follow-up? 
   Please Select

23. 

What was the percentage of participants who withdrew from the study protocol or were lost to follow-up? 
   Please Select

24. 
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Did the study stop the intervention earlier than as planned or describe other deviations from the study protocol together with reasons? 
   Please Select

* no deviations from the protocol OR deviations from the protocol with reasons given did not appear to have affected the estimate of the efficacy 
** deviations from the protocol with reasons given BUT may have affected the estimate of the efficacy, e.g. inadequate follow-up 
*** deviations from the protocol with no reasons given AND may have affected the efficacy of interest 
  

Statistical Analysis 
25. 

Was the statistical test of all analyses clearly identified? 
   Please Select

26. 

Was unintended cross-over handled appropriately in the analysis? 
   Please Select

27. 

Was loss-to-follow-up handled appropriately in the analysis? 
   Please Select

28. 

For primary endpoints of the evaluation, does the study report: (The magnitude of difference between groups OR magnitude of the association 
between outcomes and participant characteristics) AND (an index of variability e.g., test statistic, p value, standard error, confidence interval)? 
   Please Select

29. 

Was adequate adjustment made for potential confounding in the analysis from which the main findings were drawn? 
   Please Select

* adjusted for all potential confounding factors that differed between groups 
** adjusted for some but not all potential confounding factors 
*** did not adjust for confounding factors or unclear whether potential confounding factors differed between groups 
**** e.g., groups did not differ in important participant characteristics 
30. 

Did the study report its statistical power? 
   Please Select

  

Conflicts of Interest 
31. 

Did the study report identify the sources of funding and the type and degree of involvement of the funding agency? 
   Please Select

32. Notes on Quality 

Enlarge    Shrink     
Submit Data
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Form took 0.515625 seconds to render 

Previewing Only: You cannot submit data from this form

Previewing at Level 16 

Refid: 1, Cosman, F., Nieves, J., Zion, M., Woelfert, L., Luckey, M., and Lindsay, R., Daily and cyclic parathyroid hormone in women receiving alendronate, N Engl J Med, 353(6), 
2005, p.566-75 
State: Excluded, Level: 1

Submit Data

Quality Review Form 
(only for SYSTEMATIC REVIEWS) 

NOTE FOR SECOND REVIEWERS: 
All quality reviews should be done independantly. DO NOT follow the serial review instructions as you have for the outcomes data 

NOTE: numbers in brackets () are the quality score
1. Did the authors clearly state the question addressed by the overview at the beginning of the article? 

   Please Select

2. Did the authors describe the search methods used to find evidence (original research) on the primary question(s)? 

   Please Select

3. Was the search for evidence reasonably comprehensive? 

   Please Select

* Search included MEDLINE (or other electronic database), hand-searching of select journals or reference lists, AND query of 1 or more experts. 
** Search included MEDLINE (or other electronic database), but did not include hand-searching of journals or reference lists AND/OR did not 
include a query of experts. 
*** Search did not include an electronic database of journals 
4. Did the authors report on the criteria they used for deciding which studies to include in the systematic review? 

   Please Select

5. Were the inclusion criteria appropriate (aimed at avoiding bias in the selection of studies)? 

   Please Select

6. Were analyses done to see whether efficacy varies according to dose and duration of the supplements, such as dose-response analyses?  
   Please Select

7. Were analyses done to see whether efficacy varies according to the forms of the dietary supplements? 

   Please Select

8. Did the authors assess study quality? 

   Please Select

9. Was the quality assessment done appropriately? 

   Please Select

* Quality assessment was done using a validated instrument (with citation) or the authors demonstrated validity of their methods 
** Authors used their own quality assessment instrument without validation, or another instrument with unknown measurement properties. 
10. Did the authors evaluate and consider the differences in defining outcomes across studies? (e.g., overall CVD vs. combination of specific 
cardiovascular events) 
   Please Select

11. Did the authors take account of the different ways of reporting outcomes across studies in their analyses?  
   Please Select

12. Did the authors demonstrate that their methodology was reproducible? 

   Please Select

* The investigators mostly (>50% of the time) agreed on selection of articles, on quality assessment, AND on the data that was extracted. 
** Disagreement occurred the majority of the time either on the selection of articles, quality assessment, or data extraction (but not all 3). 
*** Disagreement occurred the majority of the time on the selection of articles, quality assessment, AND data extraction. 
13. Did the authors discuss whether variation in the results of the original research may be due to differences in study design or population? 

   Please Select

* Text or tables provide comparative information on both study design, and population 
characteristics  
14. Were the results of the relevant studies combined appropriately relative to the primary question? 

   Please Select

* The overview included some assessment of the qualitative and quantitative heterogeneity of study results AND used an accepted pooling method 
(i.e., more than simple addition). 
15. Were the conclusions of the authors supported by the data and/or analysis reported in the overview? 

   Please Select

Submit Data
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Previewing Only: You cannot submit data from this form

Previewing at Level 17 

Refid: 1, Cosman, F., Nieves, J., Zion, M., Woelfert, L., Luckey, M., and Lindsay, R., Daily and cyclic parathyroid hormone in women receiving alendronate, N Engl J Med, 353(6), 
2005, p.566-75 
State: Excluded, Level: 1

Submit Data

Summary Result Form  
(for systematic reviews of calcium/vitamin D)

  

Study aim of the systematic review (check all that apply):  
1. To assess: 

calcium

vitamin D
2. In the prevention of: 

Bone density loss

Fracture

Colon Cancer

Colon polyps

Colorectal cancer

Other 

Years

Months

3.  Exclusion criteria used in this systematic review article: 

Enlarge    Shrink     
  

Search Strategies  
4. Source databases (check all that apply): 

Cochrane Library

MEDLINE

EMBASE

Cochrane Controlled Trial Register

Cancerlit

CABNAR

LILACS

CINAHL

BIOSIS

HealthSTAR

MANTIS

Allied & Complementary Medicine

CABHealth

TGG Health & Wellness

Unpublished Data

Hand search based on reference lists of relevant articles

Experts’ referral

Other (list all) 

5. Publication dates of included articles: 

From (Years)

From (Months)

To (Years)

Page 1 of 14SRS Form
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To (Months)

6. Search terms used (check all that apply): 

calcium

vitamin D

osteoporosis

post-menopause 

bone loss

fracture

cancer

polyps 

colorectal cancer

oncologic

other

7. Number of trials included in the review: 

Enlarge    Shrink     

8. Total number of trial participants: 
In placebo group

In Calcium alone group 

In Vitamin D alone group

In Calcium + vitamin D group

9. Follow-up periods of the trials included in this systematic review: 

Range____to____ (year) 

Not Reported

10. Range of proportion of participants who were lost to follow-up:  
From

To

Not Reported
11. Trial Participants Characteristics: 

Range of mean age: (___to___)

Range of % women: _____% to _____%

Race (range of %)

White

African-American

Hispanic

Other (specify)

Baseline BMD

Mean (including unit)

Median (including unit)

% post-menopausal in women

12. Chemical forms of vitamins/minerals used in included trials (check all that apply):  
Ca1. calcium carbonate

Ca2. calcium citrate

Ca3. calcium citrate malate

Ca4. dibasic calcium phosphate

Ca5. unspecified

Page 2 of 14SRS Form
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Ca6. other

D1. cholecalciferol

D2. ergocalciferol

D3. unspecified

D4. other 

13. Range of doses used in trials: 

Calcium (including unit)

Vitamin D (including unit)

Aggregate Results on Bone mineral density and bone mineral content 
Result 1: 
14. Group comparison: 

Calcium compared to inactive comparison group

Vitamin D compared to inactive comparison group

Calcium + vitamin D compared to inactive comparison group

15. Bone density site: 

Total body

L-spine (1-2 yrs) 

L-spine (3-4 yrs)

Combined hip 

1/3 distal radius

Other

16. Number of trials for this result: 

Enlarge    Shrink     
17. Total sample size for this result: 

Enlarge    Shrink     
18. Weighted mean difference (active group – inactive group):  

Weighted mean difference (including unit)

95% CI

P-value for the mean difference

19. P-value for test of heterogeneity: 

p>0.05

p<=0.05 

not reported

Result 2: 
20. Group comparison: 

Calcium compared to inactive comparison group

Vitamin D compared to inactive comparison group

Calcium + vitamin D compared to inactive comparison group

21. Bone density site: 

Total body

L-spine (1-2 yrs) 

L-spine (3-4 yrs)

Combined hip 

1/3 distal radius

Other

22. Number of trials for this result: 

Enlarge    Shrink     
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23. Total sample size for this result: 

Enlarge    Shrink     
24. Weighted mean difference (active group – inactive group):  

Weighted mean difference (including unit)

95% CI

P-value for the mean difference

25. P-value for test of heterogeneity: 

p>0.05

p<=0.05 

not reported

Result 3: 
26. Group comparison: 

Calcium compared to inactive comparison group

Vitamin D compared to inactive comparison group

Calcium + vitamin D compared to inactive comparison group

27. Bone density site: 

Total body

L-spine (1-2 yrs) 

L-spine (3-4 yrs)

Combined hip 

1/3 distal radius

Other

28. Number of trials for this result: 

Enlarge    Shrink     
29. Total sample size for this result: 

Enlarge    Shrink     
30. Weighted mean difference (active group – inactive group):  

Weighted mean difference (including unit)

95% CI

P-value for the mean difference

31. P-value for test of heterogeneity: 

p>0.05

p<=0.05 

not reported

Result 4: 
32. Group comparison: 

Calcium compared to inactive comparison group

Vitamin D compared to inactive comparison group

Calcium + vitamin D compared to inactive comparison group

33. Bone density site: 

Total body

L-spine (1-2 yrs) 

L-spine (3-4 yrs)

Combined hip 

1/3 distal radius

Other

34. Number of trials for this result: 
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Enlarge    Shrink     
35. Total sample size for this result: 

Enlarge    Shrink     
36. Weighted mean difference (active group – inactive group):  

Weighted mean difference (including unit)

95% CI

P-value for the mean difference

37. P-value for test of heterogeneity: 

p>0.05

p<=0.05 

not reported

Result 5: 
38. Group comparison: 

Calcium compared to inactive comparison group

Vitamin D compared to inactive comparison group

Calcium + vitamin D compared to inactive comparison group

39. Bone density site: 

Total body

L-spine (1-2 yrs) 

L-spine (3-4 yrs)

Combined hip 

1/3 distal radius

Other

40. Number of trials for this result: 

Enlarge    Shrink     
41. Total sample size for this result: 

Enlarge    Shrink     
42. Weighted mean difference (active group – inactive group):  

Weighted mean difference (including unit)

95% CI

P-value for the mean difference

43. P-value for test of heterogeneity: 

p>0.05

p<=0.05 

not reported

Result 6: 
44. Group comparison: 

Calcium compared to inactive comparison group

Vitamin D compared to inactive comparison group

Calcium + vitamin D compared to inactive comparison group

45. Bone density site: 

Total body

L-spine (1-2 yrs) 

L-spine (3-4 yrs)

Combined hip 
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1/3 distal radius

Other

46. Number of trials for this result: 

Enlarge    Shrink     
47. Total sample size for this result: 

Enlarge    Shrink     
48. Weighted mean difference (active group – inactive group):  

Weighted mean difference (including unit)

95% CI

P-value for the mean difference

49. P-value for test of heterogeneity: 

p>0.05

p<=0.05 

not reported

Result 7: 
50. Group comparison: 

Calcium compared to inactive comparison group

Vitamin D compared to inactive comparison group

Calcium + vitamin D compared to inactive comparison group

51. Bone density site: 

Total body

L-spine (1-2 yrs) 

L-spine (3-4 yrs)

Combined hip 

1/3 distal radius

Other

52. Number of trials for this result: 

Enlarge    Shrink     
53. Total sample size for this result: 

Enlarge    Shrink     
54. Weighted mean difference (active group – inactive group):  

Weighted mean difference (including unit)

95% CI

P-value for the mean difference

55. P-value for test of heterogeneity: 

p>0.05

p<=0.05 

not reported

Result 8: 
56. Group comparison: 

Calcium compared to inactive comparison group

Vitamin D compared to inactive comparison group

Calcium + vitamin D compared to inactive comparison group

57. Bone density site: 

Total body

L-spine (1-2 yrs) 
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L-spine (3-4 yrs)

Combined hip 

1/3 distal radius

Other

58. Number of trials for this result: 

Enlarge    Shrink     
59. Total sample size for this result: 

Enlarge    Shrink     
60. Weighted mean difference (active group – inactive group):  

Weighted mean difference (including unit)

95% CI

P-value for the mean difference

61. P-value for test of heterogeneity: 

p>0.05

p<=0.05 

not reported

Result 9: 
62. Group comparison: 

Calcium compared to inactive comparison group

Vitamin D compared to inactive comparison group

Calcium + vitamin D compared to inactive comparison group

63. Bone density site: 

Total body

L-spine (1-2 yrs) 

L-spine (3-4 yrs)

Combined hip 

1/3 distal radius

Other

64. Number of trials for this result: 

Enlarge    Shrink     
65. Total sample size for this result: 

Enlarge    Shrink     
66. Weighted mean difference (active group – inactive group):  

Weighted mean difference (including unit)

95% CI

P-value for the mean difference

Result 9: 
67. Group comparison: 

Calcium compared to inactive comparison group

Vitamin D compared to inactive comparison group

Calcium + vitamin D compared to inactive comparison group

68. Bone density site: 

Total body

L-spine (1-2 yrs) 

L-spine (3-4 yrs)
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Combined hip 

1/3 distal radius

Other

69. Number of trials for this result: 

Enlarge    Shrink     
70. Total sample size for this result: 

Enlarge    Shrink     
71. Weighted mean difference (active group – inactive group):  

Weighted mean difference (including unit)

95% CI

P-value for the mean difference

Result 9: 
72. Group comparison: 

Calcium compared to inactive comparison group

Vitamin D compared to inactive comparison group

Calcium + vitamin D compared to inactive comparison group

73. Bone density site: 

Total body

L-spine (1-2 yrs) 

L-spine (3-4 yrs)

Combined hip 

1/3 distal radius

Other

74. Number of trials for this result: 

Enlarge    Shrink     
75. Total sample size for this result: 

Enlarge    Shrink     
76. Weighted mean difference (active group – inactive group):  

Weighted mean difference (including unit)

95% CI

P-value for the mean difference

Result 9: 
77. Group comparison: 

Calcium compared to inactive comparison group

Vitamin D compared to inactive comparison group

Calcium + vitamin D compared to inactive comparison group

78. Bone density site: 

Total body

L-spine (1-2 yrs) 

L-spine (3-4 yrs)

Combined hip 

1/3 distal radius

Other

79. Number of trials for this result: 
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Enlarge    Shrink     
80. Total sample size for this result: 

Enlarge    Shrink     
81. Weighted mean difference (active group – inactive group):  

Weighted mean difference (including unit)

95% CI

P-value for the mean difference

Result 9: 
82. Group comparison: 

Calcium compared to inactive comparison group

Vitamin D compared to inactive comparison group

Calcium + vitamin D compared to inactive comparison group

83. Bone density site: 

Total body

L-spine (1-2 yrs) 

L-spine (3-4 yrs)

Combined hip 

1/3 distal radius

Other

84. Number of trials for this result: 

Enlarge    Shrink     
85. Total sample size for this result: 

Enlarge    Shrink     
86. Weighted mean difference (active group – inactive group):  

Weighted mean difference (including unit)

95% CI

P-value for the mean difference

87. P-value for test of heterogeneity: 

p>0.05

p<=0.05 

not reported

Result 10: 
88. Group comparison: 

Calcium compared to inactive comparison group

Vitamin D compared to inactive comparison group

Calcium + vitamin D compared to inactive comparison group

89. Bone density site: 

Total body

L-spine (1-2 yrs) 

L-spine (3-4 yrs)

Combined hip 

1/3 distal radius

Other

90. Number of trials for this result: 
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Enlarge    Shrink     
91. Total sample size for this result: 

Enlarge    Shrink     
92. Weighted mean difference (active group – inactive group):  

Weighted mean difference (including unit)

95% CI

P-value for the mean difference

93. P-value for test of heterogeneity: 

p>0.05

p<=0.05 

not reported

Aggregate Results on Fractures 
94. Fracture Site: 

Vertebral

Hip

Nonvertebral (other than hip; specified)

95. Number of trials included for this result: 

Enlarge    Shrink     
96. Total sample size for this result: 

Enlarge    Shrink     
97. Cancer outcome (type in the cancer site): 

colon cancer

colorectal cancer

polyps

other 

98. Aggregate efficacy (active vs. inactive groups): 

Relative Risk

Odds Ratio

Hazard Ratio

Point estimate

95% confidence interval 

Not Reported (only individual study-results were 
reported)

99. P-value for test of heterogeneity: 

p>0.05

p<=0.05

not reported
100. Fracture Site: 

Vertebral

Hip

Nonvertebral (other than hip; specified)

101. Number of trials included for this result: 

Enlarge    Shrink     
102. Total sample size for this result: 

Page 10 of 14SRS Form

02/14/2006https://www.clinical-analytics.com/d2d/ul1/review.asp?mode=previewMode&articleid=268&level=17



Enlarge    Shrink     
103. Cancer outcome (type in the cancer site): 

colon cancer

colorectal cancer

polyps

other 

104. Aggregate efficacy (active vs. inactive groups): 

Relative Risk

Odds Ratio

Hazard Ratio

Point estimate

95% confidence interval 

Not Reported (only individual study-results were 
reported)

105. P-value for test of heterogeneity: 

p>0.05

p<=0.05

not reported

106. Fracture Site: 

Vertebral

Hip

Nonvertebral (other than hip; specified)

107. Number of trials included for this result: 

Enlarge    Shrink     
108. Total sample size for this result: 

Enlarge    Shrink     
109. Cancer outcome (type in the cancer site): 

colon cancer

colorectal cancer

polyps

other 

110. Aggregate efficacy (active vs. inactive groups): 

Relative Risk

Odds Ratio

Hazard Ratio

Point estimate

95% confidence interval 

Not Reported (only individual study-results were 
reported)

111. P-value for test of heterogeneity: 

p>0.05

p<=0.05

not reported

112. Fracture Site: 

Vertebral

Hip

Nonvertebral (other than hip; specified)

113. Number of trials included for this result: 
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Enlarge    Shrink     
114. Total sample size for this result: 

Enlarge    Shrink     
115. Cancer outcome (type in the cancer site): 

colon cancer

colorectal cancer

polyps

other 

116. Aggregate efficacy (active vs. inactive groups): 

Relative Risk

Odds Ratio

Hazard Ratio

Point estimate

95% confidence interval 

Not Reported (only individual study-results were 
reported)

117. P-value for test of heterogeneity: 

p>0.05

p<=0.05

not reported
118. Fracture Site: 

Vertebral

Hip

Nonvertebral (other than hip; specified)

119. Number of trials included for this result: 

Enlarge    Shrink     
120. Total sample size for this result: 

Enlarge    Shrink     
121. Cancer outcome (type in the cancer site): 

colon cancer

colorectal cancer

polyps

other 

122. Aggregate efficacy (active vs. inactive groups): 

Relative Risk

Odds Ratio

Hazard Ratio

Point estimate

95% confidence interval 

Not Reported (only individual study-results were 
reported)

123. P-value for test of heterogeneity: 

p>0.05

p<=0.05

not reported

124. Fracture Site: 
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Vertebral

Hip

Nonvertebral (other than hip; specified)

125. Number of trials included for this result: 

Enlarge    Shrink     
126. Total sample size for this result: 

Enlarge    Shrink     
127. Cancer outcome (type in the cancer site): 

colon cancer

colorectal cancer

polyps

other 

128. Aggregate efficacy (active vs. inactive groups): 

Relative Risk

Odds Ratio

Hazard Ratio

Point estimate

95% confidence interval 

Not Reported (only individual study-results were 
reported)

129. P-value for test of heterogeneity: 

p>0.05

p<=0.05

not reported
130. Fracture Site: 

Vertebral

Hip

Nonvertebral (other than hip; specified)

131. Number of trials included for this result: 

Enlarge    Shrink     
132. Total sample size for this result: 

Enlarge    Shrink     
133. Cancer outcome (type in the cancer site): 

colon cancer

colorectal cancer

polyps

other 

134. Aggregate efficacy (active vs. inactive groups): 

Relative Risk

Odds Ratio

Hazard Ratio

Point estimate

95% confidence interval 

Not Reported (only individual study-results were 
reported)

135. P-value for test of heterogeneity: 
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Form took 1.96875 seconds to render 

p>0.05

p<=0.05

not reported

136. Fracture Site: 

Vertebral

Hip

Nonvertebral (other than hip; specified)

137. Number of trials included for this result: 

Enlarge    Shrink     
138. Total sample size for this result: 

Enlarge    Shrink     
139. Cancer outcome (type in the cancer site): 

colon cancer

colorectal cancer

polyps

other 

140. Aggregate efficacy (active vs. inactive groups): 

Relative Risk

Odds Ratio

Hazard Ratio

Point estimate

95% confidence interval 

Not Reported (only individual study-results were 
reported)

141. P-value for test of heterogeneity: 

p>0.05

p<=0.05

not reported

Submit Data
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Previewing Only: You cannot submit data from this form

Previewing at Level 18 

Refid: 1, Cosman, F., Nieves, J., Zion, M., Woelfert, L., Luckey, M., and Lindsay, R., Daily and cyclic parathyroid hormone in women receiving alendronate, N Engl J Med, 353(6), 
2005, p.566-75 
State: Excluded, Level: 1

Submit Data

Summary Result Form  
(for systematic reviews other than calcium/vitamin D) 

  
  

Study aim of the systematic review (check all that apply):
1. To assess: 

iron

vitamin B2

folic acid/B12

folic acid

vitamin E

zinc

niacin

folic acid/B6

vitamin B6

vitamin C

magnesium

vitamin B12

vitamin A

vitamin B1

calcium/magnesium

beta-carotene

selenium

Comments

2. In the prevention of: 

Oncologic (specify)

Cardiovascular (specify)

Endocrine (specify)

Neurologic (specify)

Age-related sensory loss (specify)

Musculoskeletal (specify)

Gastroenterologic (specify)

Renal (specify)

Infectious (specify)

Pulmonary (specify)

Comments

3.  Exclusion criteria used in this systematic review article: 

Enlarge    Shrink     
  

Search Strategies  
4. Source databases (check all that apply): 

Cochrane Library
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MEDLINE

EMBASE

Cochrane Controlled Trial Register

Cancerlit

CABNAR

LILACS

CINAHL

BIOSIS

HealthSTAR

MANTIS

Allied & Complementary Medicine

CABHealth

TGG Health & Wellness

Unpublished Data

Hand search based on reference lists of relevant articles

Experts’ referral

Other (list all) 

Comments

5. Search terms used (check all that apply): 

iron

vitamin B2

folic acid/B12

folic acid

vitamin E

zinc

niacin

folic acid/B6

vitamin B6

vitamin C

magnesium

vitamin B12

vitamin A

vitamin B1

calcium/magnesium

beta-carotene

selenium

cancer

cardiovascular disease

other (specify)

6. Publication dates of included articles:  

FROM (year):

TO (year):

Comments

7. Number of trials included in the review: 

Enlarge    Shrink     

Total number of trial participants: 
8. In Placebo group: 
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Enlarge    Shrink     
9. In vitamin/mineral group (check all that apply):  

iron

vitamin B2

folic acid/B12

folic acid

vitamin E

zinc

niacin

folic acid/B6

vitamin B6

vitamin C

magnesium

vitamin B12

vitamin A

vitamin B1

calcium/magnesium

beta-carotene

selenium

Not applicable

Comments

10. Follow-up range of periods of the trials included in this systematic review:
From ____to_____(year): 

Not Reported

Comments

11. Range of proportion of participants who were lost-to-follow up:  
From:

To:

Not Reported

Comments

12. Trial Participants Characteristics: 

Range of mean age: (___to___)

Range of % women: _____% to _____%

Race (range of %)

White

African-American

Hispanic

Other (specify)

Comments

13. Health Status: 

All trials included apparent healthy individuals

Some trials included diseased individuals

Comments

14. Chemical forms of folic acid used in included trials (check all that apply): 

F1: Folic acid
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F2: unspecified

F3: other (specified)

Range of doses used in trials (including units):

Not Applicable

Comments

15. Chemical forms of vitamin B6 used in included trials (check all that apply):  
B6_1: Pyridoxine hydrochloride 

B6_2: Pyridoxol 5' phosphate 

B6_3: Pyridoxine alpha-ketoglutarate 

B6_4: unspecified 

B6_5: other (specified)

Range of doses used in trials (including units):

Not Applicable

Comments

16. Chemical forms of vitamin E used in included trials (check all that apply): 

E_1: d-alpha-tocopherol 

E_2: d-alpha-tocopherol acetate

E_3: d-alpha-tocopherol succinate

E_4: dl-alpha-tocopherol 

E_5: dl-alpha-tocopherol acetate 

E_6: dl-alpha-tocopherol succinate

E_7: d-beta-tocopherol 

E-8: d-gamma-tocopherol 

E_9: d-delta-tocopherol

E_10: unspecified 

E_11: other (specified)

Range of doses used in trials (including units):

Not Applicable

Comments

17. Chemical forms of vitamin C used in included trials [4] (check all that apply): 

C_1: Ascorbic acid

C_2: L-Ascorbic acid

C_3: Sodium Ascorbate

C_4: Unspecified

C_5: Other (specified)

Range of doses used in trials (including units):

Not Applicable

Comments

18. Chemical forms of beta-carotene used in included trials (check all that apply): 

A_1: Beta-carotene

A_2: Retinyl acetate

A_3: Retinyl palmitate

A_4: Retinol

A_5: Unspecified

A_6: Other (specified)

Range of doses used in trials (including units):

Not Applicable

Comments
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19. Chemical forms of iron used in included trials (check all that apply): 

Fe_1: Ferrous fumarate

Fe_2: Ferrous sulfate

Fe_3: Ferrous citrate

Fe_4: Ferrous glycinate

Fe_5: Iron carbonyl

Fe_6: Ferrous gluconate

Fe_7: Unspecified

Fe_8: other (specified)

Range of doses used in trials (including units):

Not Applicable

Comments

20. Chemical forms of zinc used in included trials (check all that apply): 

Z_1: Zinc acetate

Z_2: Zinc gluconate

Z_3: Zinc oxide

Z_4: Zinc pyrithione

Z_5: Zinc sulfate

Z_6: Zinc citrate

Z_7: Zinc taurinate

Z_8: Zinc monomethionine

Z_9: Zinc picolinate

Z_10: unspecified

Z_11: Other (Specified)

Range of doses used in trials (including units):

Not Applicable

Comments

21. Chemical forms of magnesium used in included trials (check all that apply): 

Mg_1: Magnesium carbonate

Mg_2: Magnesium chloride

Mg_3: Magnesium hydroxide

Mg_4: Magnesium oxide

Mg_5: Magnesium trisilicate

Mg_6: Magnesium chloride hexahydrate

Mg_7: Magnesium citrate

Mg_8: Magnesium taurinate

Mg_9: Magnesium aspartate

Mg_10: Magnesium lactate gluconate

Mg_11: Magnesium gluconate

Mg_12: Unspecified

Mg_13: other (specified)

Range of doses used in trials (including units):

Not Applicable

Comments

22. Chemical forms of vitamin B1 used in included trials (check all that apply): 

B1_1: Thiamine hydrochloride

B1_2: Thiamine carboxylase
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B1_3: Thiamine mononitrate

B1_4: unspecified

B1_5: other (specified)

Range of doses used in trials (including units):

Not Applicable

Comments

23. Chemical forms of vitamin B2 used in included trials (check all that apply): 

B2_1: Riboflavin

B2_2: Riboflavin 5' phosphate

B2_3: unspecified

B2_4: other (specified)

Range of doses used in trials (including units):

Not Applicable

Comments

24. Chemical forms of niacin used in included trials (check all that apply): 

N_1: Niacin

N_2: Niacinamide

N_3: unspecified 

N_4: other (specified)

Range of doses used in trials (including units):

Not Applicable

Comments

25. Chemical forms of selenium used in included trials (check all that apply): 

S_1: Selenium sulfide

S_2: L-selenomethionine

S_3: Sodium selenate

S_4: selenium yeast

S_5: Selenite

S_6: Unspecified

S_7: other (specified)

Range of doses used in trials (including units):

Not Applicable

Comments

  

Aggregate Efficacy Results  
Result 1 
26. Type of outcome: 

CVD incidence

CVD mortality

Total mortality

Cataract incidence

Cancer incidence (specify site) 

Cancer mortality (specify site) 

Non-fatal myocardial infarction

fatal myocardial infarction

fatal and non-fatal myocardial infarction

Other (specify) 

Not reported
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Comments

27. In vitamin/mineral group (check all that apply):  

iron

vitamin B2

folic acid/B12

folic acid

vitamin E

zinc

niacin

folic acid/B6

vitamin B6

vitamin C

magnesium

vitamin B12

vitamin A

vitamin B1

magnesium

beta-carotene

selenium

Comments

28. Aggregate efficacy (active vs. inactive groups): 

Relative Risk 

Odds Ratio 

Hazard Ratio 

Point estimate (active compared to inactive)

95% confidence interval 

Not reported (only individual study-results were reported)

Comments

29. P-value for test of heterogeneity: 

p>0.05

p<=0.05 

not reported

Comments

Result 2 
30. Type of outcome: 

CVD incidence

CVD mortality

Total mortality

Cataract incidence

Cancer incidence (specify site) 

Cancer mortality (specify site) 

Non-fatal myocardial infarction

fatal myocardial infarction

fatal and non-fatal myocardial infarction

Other (specify) 

Not reported

Comments

31. In vitamin/mineral group (check all that apply):  

iron
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vitamin B2

folic acid/B12

folic acid

vitamin E

zinc

niacin

folic acid/B6

vitamin B6

vitamin C

magnesium

vitamin B12

vitamin A

vitamin B1

magnesium

beta-carotene

selenium

Comments

32. Aggregate efficacy (active vs. inactive groups): 

Relative Risk 

Odds Ratio 

Hazard Ratio 

Point estimate (active compared to inactive)

95% confidence interval 

Not reported (only individual study-results were reported)

Comments

33. P-value for test of heterogeneity: 

p>0.05

p<=0.05 

not reported

Comments

Result 3 
34. Type of outcome: 

CVD incidence

CVD mortality

Total mortality

Cataract incidence

Cancer incidence (specify site) 

Cancer mortality (specify site) 

Non-fatal myocardial infarction

fatal myocardial infarction

fatal and non-fatal myocardial infarction

Other (specify) 

Not reported

Comments

35. In vitamin/mineral group (check all that apply):  

iron

vitamin B2

folic acid/B12

folic acid
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vitamin E

zinc

niacin

folic acid/B6

vitamin B6

vitamin C

magnesium

vitamin B12

vitamin A

vitamin B1

magnesium

beta-carotene

selenium

Comments

36. Aggregate efficacy (active vs. inactive groups): 

Relative Risk 

Odds Ratio 

Hazard Ratio 

Point estimate (active compared to inactive)

95% confidence interval 

Not reported (only individual study-results were reported)

Comments

37. P-value for test of heterogeneity: 

p>0.05

p<=0.05 

not reported

Comments

Result 4 
38. Type of outcome: 

CVD incidence

CVD mortality

Total mortality

Cataract incidence

Cancer incidence (specify site) 

Cancer mortality (specify site) 

Non-fatal myocardial infarction

fatal myocardial infarction

fatal and non-fatal myocardial infarction

Other (specify) 

Not reported

Comments

39. In vitamin/mineral group (check all that apply):  

iron

vitamin B2

folic acid/B12

folic acid

vitamin E

zinc

niacin

Page 9 of 14SRS Form

02/14/2006https://www.clinical-analytics.com/d2d/ul1/review.asp?mode=previewMode&articleid=268&level=18



folic acid/B6

vitamin B6

vitamin C

magnesium

vitamin B12

vitamin A

vitamin B1

magnesium

beta-carotene

selenium

Comments

40. Aggregate efficacy (active vs. inactive groups): 

Relative Risk 

Odds Ratio 

Hazard Ratio 

Point estimate (active compared to inactive)

95% confidence interval 

Not reported (only individual study-results were reported)

Comments

41. P-value for test of heterogeneity: 

p>0.05

p<=0.05 

not reported

Comments

Result 5 
42. Type of outcome: 

CVD incidence

CVD mortality

Total mortality

Cataract incidence

Cancer incidence (specify site) 

Cancer mortality (specify site) 

Non-fatal myocardial infarction

fatal myocardial infarction

fatal and non-fatal myocardial infarction

Other (specify) 

Not reported

Comments

43. In vitamin/mineral group (check all that apply):  

iron

vitamin B2

folic acid/B12

folic acid

vitamin E

zinc

niacin

folic acid/B6

vitamin B6

vitamin C
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magnesium

vitamin B12

vitamin A

vitamin B1

magnesium

beta-carotene

selenium

Comments

44. Aggregate efficacy (active vs. inactive groups): 

Relative Risk 

Odds Ratio 

Hazard Ratio 

Point estimate (active compared to inactive)

95% confidence interval 

Not reported (only individual study-results were reported)

Comments

45. P-value for test of heterogeneity: 

p>0.05

p<=0.05 

not reported

Comments

Result 6 
46. Type of outcome: 

CVD incidence

CVD mortality

Total mortality

Cataract incidence

Cancer incidence (specify site) 

Cancer mortality (specify site) 

Non-fatal myocardial infarction

fatal myocardial infarction

fatal and non-fatal myocardial infarction

Other (specify) 

Not reported

Comments

47. In vitamin/mineral group (check all that apply):  

iron

vitamin B2

folic acid/B12

folic acid

vitamin E

zinc

niacin

folic acid/B6

vitamin B6

vitamin C

magnesium

vitamin B12

vitamin A
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vitamin B1

magnesium

beta-carotene

selenium

Comments

48. Aggregate efficacy (active vs. inactive groups): 

Relative Risk 

Odds Ratio 

Hazard Ratio 

Point estimate (active compared to inactive)

95% confidence interval 

Not reported (only individual study-results were reported)

Comments

49. P-value for test of heterogeneity: 

p>0.05

p<=0.05 

not reported

Comments

Result 7 

   
50. Type of outcome: 

CVD incidence

CVD mortality

Total mortality

Cataract incidence

Cancer incidence (specify site) 

Cancer mortality (specify site) 

Non-fatal myocardial infarction

fatal myocardial infarction

fatal and non-fatal myocardial infarction

Other (specify) 

Not reported

Comments

51. In vitamin/mineral group (check all that apply):  

iron

vitamin B2

folic acid/B12

folic acid

vitamin E

zinc

niacin

folic acid/B6

vitamin B6

vitamin C

magnesium

vitamin B12

vitamin A

vitamin B1
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magnesium

beta-carotene

selenium

Comments

52. Aggregate efficacy (active vs. inactive groups): 

Relative Risk 

Odds Ratio 

Hazard Ratio 

Point estimate (active compared to inactive)

95% confidence interval 

Not reported (only individual study-results were reported)

Comments

53. P-value for test of heterogeneity: 

p>0.05

p<=0.05 

not reported

Comments

Result 8 
54. Type of outcome: 

CVD incidence

CVD mortality

Total mortality

Cataract incidence

Cancer incidence (specify site) 

Cancer mortality (specify site) 

Non-fatal myocardial infarction

fatal myocardial infarction

fatal and non-fatal myocardial infarction

Other (specify) 

Not reported

Comments

55. In vitamin/mineral group (check all that apply):  

iron

vitamin B2

folic acid/B12

folic acid

vitamin E

zinc

niacin

folic acid/B6

vitamin B6

vitamin C

magnesium

vitamin B12

vitamin A

vitamin B1

magnesium

beta-carotene

selenium
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Form took 2.03125 seconds to render 

Comments

56. Aggregate efficacy (active vs. inactive groups): 

Relative Risk 

Odds Ratio 

Hazard Ratio 

Point estimate (active compared to inactive)

95% confidence interval 

Not reported (only individual study-results were reported)

Comments

57. P-value for test of heterogeneity: 

p>0.05

p<=0.05 

not reported

Comments

Submit Data
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