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(11 BIOLOGIC vs Placebo
[T) Combination therapy vs Combination therapy

() SINGLE DRUG vs Combination therapy

(") Strategy (Describe the strategy in detail for each amm in the 'Other' text box for numbers 8-12)

7. How many comparison arms does this study have?
()2 ARMS
()3 ARMS
) 4 ARMS
()5 ARMS
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8. Check off the drug(s) studied for ARM 1 and put dosage and freguency in the adjacent box

71 Methylprednisolone

(") Prednisone

(7 Prednisolone

(") Methotrexate

(1 Leflunomide

(") Sulfasalazine

) Hydroxychlorguine

(T) Etanercept

[ Infliximab

(") Adalimumab

() Anakinra

() Abatacept

[} Rituximab

(T Certolizumab

[} Golimumab

(7 Tocilizumab

(") Placebo
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(T) Other (describe)
9. Check off the drug(s) studied for ARM 2 and put dosade and frequency in the adjacent box

(") Methylprednisolone G
(") Prednisone B
(") Prednisolone D




(") Methotrexate

() Leflunomide

(7] Sulfasalazine

() Hydroxychlorquine

(") Etanercept

(" Infliximab

() Adalimumab

(") Anakinra

(7] Abatacept

,
4.

(T) Rituximab

(") Certolizumab

(7] Golimumab
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(") Tocilizumab

(") Placebo

(7] Other (describe)

10. Check off the drug(s) studied for ARM 3 and put dosage and frequency in the adjacent box

(") Methylprednisolone

[} Prednisone

(") Prednisolone

.

) Methotrexate

(") Leflunomide

() Sulfasalazine

() Hydroxychlorquine

A
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(") Etanercept

(JInfliximab

(1 Adalimumab

(") Anakinra

() Abatacept

() Rituximab

) Certolizumab



(") Golimumab
[T Tocilizumab
[T)Placebo

[T) Other (describe)

A
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11. Check off the drug(s) studied for ARM 4 and put dosage and frequency in the adjacent box

1 Methylprednisolone
[T} Prednisone

[T} Prednisclone

[T) Methotrexate

[T Leflunomide

") Sulfasalazine

) Hydroxychlorquine

(") Etanercept
) Infliximab

(") Adalimumab
() Anakinra

(") Abatacept
[7) Rituximab
[T Certolizumab
[7) Golimumab
[ Tocilizumab
(") Placebo

") Other (describe)

A

A
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12. Check off the drug(s) studied for ARM 5 and put

(") Methylprednisolone [

[7) Prednisone
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(") Hydroxychlorquine

(7) Etanercept

() Infliximab

(T) Adalimumab

(") Anakinra

(") Abatacept

[T Rituximab

(") Certolizumab

(T) Golimumab

(") Tocilizumab

(") Placebo

() Other (describe)
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13. Research objective (Please be brief and concise):

Enlarge  Shrink
14. Overall study n =

Enlarge  Shrink G
15. Duration of study:

Enlarge  Shrink G
16. Inclusion criteria (check all that apply and list additional criteria in the text box)

) MTX Naive

() Early RA

(] Treatment resistant

=l

Additional inclusion criteria

17.

Exclusion criteria

Enlarge  Shrink
POPULATION CHARACTERISTICS



ARM 1

ARM 2

18. Intervention/Treatment

19. # in group (n):

20. Age (mean):

21. Sex, female (%):

22. Race, white (%):

23. Race, black (%):

24. Ethnicity, Latino (%):

25. Disease duration (mean &
SD):

26. DMARD use (%):

27. Corticostercid use (%).

28. MTX naive (%):

29. Treatment resistant (%):

30. Patients with early RA, three
years or less, (%):

31. Baseline DAS score:

32. Tender joint count:

33. Swollen joint count:

4

34. Required treatment for latent
TB:

35. Other population
characteristics?

RESULTS: Outcome Measures and Health Outcomes

(Enter results for all time points and please specify units for all resuits)

ARM 1

P P PR RO RRQ@

ARM 2

P P PP O PRI ORI RRE

36. ACR 20, %, (CI/SD/P value):

37. ACR 80, %, (CI/SD/P value):

38. ACR 70, %, (CI/SD/P value):

39. PASI 20, %, (CI/SD/P
value):

CRCCNC)

P PP Q



40. PASI 50, %, (CI/SD/P
value):

(=}

()

41. PASI 70, %, (CI/SD/P
value):

42 HAQ, mean

@

(=}

difference/absolute
difference (CI/SD/P
Value):

43. DAS, mean

difference/absolute
difference (CI/SD/P
Value):

44 SF-36, mean

difference/absolute
difference (CI/SD/P
Value):

45 PsARC, mean

difference/absolute
difference (CI/SD/P
Value):

46. Radiographic measures, mean

difference/absolute
difference (CI/SD/P
Value):

47. Quality of life scales (please

name), mean difference/absclute
difference (CI/SD/P
Value):

48. Others, (please name); mean

differencefabsolute
difference (CI/SD/P Value):

ATTRITION AND ADHERENCE
ARM 1

ARM 2

49. Qverall attritionAvithdrawal
(n):

50. Withdrawals due to adverse
events (n).

51. Withdrawals due to lack of
efficacy (n):
52.

Adherent/compliant (n):

53. Other attrition related comments?

Enlarge Shrink
RESULTS: Adverse Events, n
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ARM 1

ARM 2

54. Overall adverse events
reported (n):

55. Death (n):

A L

56. Lymphoma or leukemia (n):

57. Skin cancer (basal cell or
squamous cell) (n):

58. Other cancer (specify) (n):

59. Cardiovascular events
(specify) (n):

60. Hepatotoxicity/elevated liver
enzymes (n):

-

61. Tuberculosis (n):

.

62. Pneumonia (n):

63. Upper respiratory infection (n):

64. Urinary tract infection (n):

65. Other infections (specify)
(n):

.

S

66. Fractures (n):

67. Infusion/injection site
reactions (n):

68. Skin rash (n):

68. Demyelenation or multiple
sclerosis (n):

70. Progressive multifocal
leukoencephalopathy (n):

71. Headache (n):

4

72. Dizziness (n):

73. Nausea or vomiting (n):

74. Abdominal pain (n):

75. Gl bleed or ulcer (n):

-

76. Bowel obstruction (n):

i

77. Other Gl symptoms (specify)
(n):

78. Other AEs 1 (n):

79. Other AEs 2 (n):

80. Other AEs 3 (n):
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81. Other AEs 4 (n): (2 o
82. Any other AEs:
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83. Which Key Question(s) does this study address (check all that apply)?

[T) KQ1- For patients with rheumatoid arthritis or psoriatic arthritis, do drug therapies differ in their ability to reduce disease activity, 1«
) KQ2- For patients with rheumatoid arthritis or psoriatic arthritis, do drug therapies differ in their ability to improve functional capac
[ KQ3- For patients with rheumatoid arthritis or psoriatic arthritis, do drug therapies differ in harms, tolerability, adherence, or adver

[ KQ4- What are the comparative benefits and harms of drug therapies for rheumatoid arthritis and psoriatic arthritis in subgroups

Quality Review for Controlled Trials

84. Randomization adequate?
O Yes
() No
() Not randomized
() Method not reported

Clear Selection
85. Allocation concealment adequate?

O Yes

) No

) Not randomized

() Method not reported

Clear Selection
86. Groups similar at baseline?

) Yes

() No (what are the differences)

) Not reported

() Not applicable

Clear Selection
87. Qutcome assessors blinded?

O Yes

O No

) Yes, but method not described
() Not reported

Clear Selection
88. Care provider blinded?

) Yes

O No

() Yes, but method not described
() Not reported



Clear Selection

89. Patient blinded?
O Yes
O No
() Yes, but method not described
() Not reported

Clear Selection

90. Overall attrition high ( > 20%)7

() Yes (please state how high) [}
O No

Clear Selection

91. Differential attrition high (> 15%)7?

() Yes (please state difference) D’
O No

Clear Selection
92. Were the outcome measures valid and reliable?

O Yes
) No
) Not reported

Clear Selection
93. Were the outcome measures equally applied?

() Yes
O No
() Not reported

Clear Selection
24. Was the statistical analysis based on intention-to-treat (ITT)?

O Yes

O No

O Cannot tell

() Not applicable

Clear Selection
95. Were there any post-randomization exclusions?

() Yes (how many?) G’
O No
() Cannot tell

Clear Selection

96. Quality rating for efficacy/effectiveness
()1 Good
() Fair

() Poor

If poor, why?



Quality Review for Observational Studies

97. Were both groups selected from the same source population?
O Yes
) No
() Yes, but method not described
) Not reported

Clear Selection
98. Did both groups have the same risk of having the outcome of interest at baseline?

O Yes
) No
() Not reported

Clear Selection
99. Were subjects in hoth groups recruited over the same time period?

() Yes

O No

O Yes, but method not described
) Not reported

Clear Selection
100. Were measurement methods adequate and equally applied to both groups?

O Yes
() No
() Not reported

Clear Selection
101. Was an attempt made to blind the outcome assessors?

O Yes

) No

O Yes, but method not described
) Not reported

Clear Selection
102. Was the time of follow-up equal in both groups?

() Yes
O No
() Not reported

Clear Selection

103. Overall attrition high ( > 20%)7?

O Yes (please state how high) D"
) No

Clear Selection

104. Differential attrition high (> 15%)?

O Yes (please state difference) D’

O No



Clear Selection
105. Was confounding accounted for either through study design or statistical analysis?

O Yes

O No

() Yes, but method not described
) Not reported

Clear Selection
106. Did the statistical analysis adjust for different lengths of follow-up?

() Yes

() No

() Yes, but method not described
() Not reported

Clear Selection
107. Was the length of follow-up adequate to assess the outcome of interest?

0 Yes
O No

() Not reported
Clear Selection
108. Quality rating for observational studies

(") Good
(") Fair

() Poor

Why? G

109. Any other gquality related comments?

Enlarge  Shrink G'

Quality Review for Adverse Events
110. Methods of adverse effects assessment

[_) Patient reported
") Physical exam at study visits
[T} Lab evaluations

[T Standardized scale (e.g. WHO, UKU-SES)

(") other (please specify) G’
111. Adverse events pre-specified and defined?

O Yes

() No

Clear Selection
112
Measurement techniques non-biased and adequately described?

O Yes

() No

Clear Selection
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