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Table 1. General criteria used by expert panelists
Criterion
Information must...

1
Include drug names and indications for use.

2
Include contraindications and what to do if applicable.

3
Include specific directions about how to use, monitor, and get most benefit.

4 
Include specific precautions and how to avoid harm while using it.

5 
Include symptoms of serious or frequent adverse reactions and what to do.

6 
Include general information and encouragement to ask questions.

7 
Be scientifically accurate, unbiased, and up-to-date.

8 
Be readily comprehensible and legible.

Table 2. Percent of patient-observers given any patient information leaflet (n=384)
Drug
Information given

%
(n)
Information not given

%
(n)
Total

%
(n)

Atenolol

89.6
(344)

10.4
(40)

100
(384)

Glyburide

88.8
(341)

11.2
(43)

100
(384)

Atorvastatin

89.3
(343)

10.7
(41)

100
(384)

Nitroglycerin

88.3
(339)

11.7
(45)

100
(384)

Table 3. Distribution of expert panelists’ ratings of patient information leaflets by drug (n=384)
Drug
Level of adherence to criteria 





Mean

% of

points         (SD)


Level 0:

no written

information


%
(n)
Level 1:

0-19%

of points


%
(n)
Level 2:

20-39% 

of points


%
(n)
Level 3:

40-59%

of points


%
 (n)
Level 4:

60-79%

of points


%
(n)
Level 5:

80-100%

of points


%
 (n)


Atenolol



10.4
(40)

3.1
(12)

9.9
(38)

56.5
(217)

20.1
(77)

0.0
(0)

51.42
(12.30)

Glyburide



11.2
(43)

4.2
(16)

11.5
(44)

48.7
(187)

24.5
(94)

0.0
(0)

51.03
(13.92)

Atorvastatin



10.7
(41)

2.9
(11)

10.7
(41)

58.9
(226)

16.9
(65)

0.0
(0)

51.57
(11.88)

Nitroglycerin



11.7
(45)

3.6
(14)

9.9
(38)

33.1
(127)

41.7
(160)

0.0
(0)

55.33
(14.87)

Total


  11.0          (169)
    3.5           (53)
   10.5        (161)
   49.3        (757)
  25.8         (396)
     0.0            (0)


Table 4. Distribution of expert panelists’ ratings of patient information leaflets by criterion and drug


















Criterion

     Drug
Number of

cases with

information

given

(n)
Level of adherence to criteria




Mean

% of

points 
(SD)



Level 1:

0-19%

of points


% 
(n)
Level 2:

20-39% 

of points


% 
(n)
Level 3: 

40-59% 

of points


% 
(n)
Level 4:

60-79%

of points


%
 (n)
Level 5:

80-100%

of points


% 
(n)


1.
Drug name and indications

Atenolol


Glyburide


Atorvastatin


Nitroglycerin
344

341

343

339

9.6
(33)


22.2
(75)


10.2
(35)


7.7
(26)

2.3
(8)


29.9
(102)


5.0
(17)


26.3
(89)

34.6
(119)


33.7 
(115)


30.9 
(106)


15.9 
(54)

5.2 
(18)


14.4 
(49)


5.5 
(19)


19.2 
(65)

48.3 
(166)


0
(0)


48.4 
(166)


31.0
(105)

65.5
(23.8)


37.6
(17.2)


62.9 
(23.0)


61.5
(30.4)

2.
Contra-indications

Atenolol


Glyburide


Atorvastatin


Nitroglycerin
344

341

343

339

15.7
(54)


16.1
(55)


12.0
(41)


16.5
(56)

34.0 
(117)


3.5 
(12)


49.3 
(169)


55.8 
(189)

18.6 
(64)


30.2 
(103)


10.2 
(35)


6.5 
(22)

11.0 
(38)


50.1 
(171)


27.4 
(94)


21.2 
(72)

20.6
(71)


0
(0)


1.2 
(4)


0
(0)

44.9
(28.1)


50.9
(24.8)


41.6
(21.5)


32.8
(21.5)

3.
Directions

Atenolol


Glyburide


Atorvastatin


Nitroglycerin
344

341

343

339

11.6
(40)


13.2
(45)


11.4
(39)


9.7
(33)

2.3 
(8)


2.3 
(8)


3.8 
(13)


3.5 
(12)

46.5 
(160)


13.5 
(46)


12.8 
(44)


2.7
(9)

39.5 
(136)


40.5 
(138)


71.7 
(246)


37.2 
(126)

0
(0)


30.5 
(104)


0.3 
(1)


46.9 
(159)

54.3
(20.8)


63.7
(27.1)


56.6
(19.1)


75.0 
(26.4)

4.
Precautions

Atenolol


Glyburide


Atorvastatin


Nitroglycerin
344

341

343

339

11.6
(40)


29.0
(99)


28.3 
(97)


18.6 
(63)

12.5 
(43)


44.3 
(151)


27.4 
(94)


26.8 
(91)

57.6 
(198)


1.2 
(4)


17.8 
(61)


41.0
(139)

18.3 
(63)


25.5 
(87)


0.6 
(2)


13.6 
(46)

0
(0)


0
(0)


25.9
(89)


0
(0)

45.3
(16.4)


33.3 
(22.0)


42.0
(29.9)


40.3
(17.6)

5. Adverse reactions

Atenolol


Glyburide


Atorvastatin


Nitroglycerin
344

341

343

339

18.0
(62)


13.2 
(45)


11.7 
(40)


16.5 
(56)

37.8 
(130)


28.2 
(96)


46.1 
(158)


20.4 
(69)

29.1 
(100)


15.5 
(53)


32.7 
(112)


22.1 
(75)

9.0 
(31)


15.0 
(51)


3.2 
(11)


29.8 
(101)

6.1 
(21)


28.2 
(96)


6.4 
(22)


11.2 
(38)

40.8
(20.6)


53.2
(27.6)


39.9
(19.5)


49.8
(25.1)

6.
General information

Atenolol


Glyburide


Atorvastatin


Nitroglycerin
344

341

343

339

28.5 
(98)


32.0 
(109)


35.3 
(121)


31.0 
(105)

27.0 
(93)


26.4 
(90)


23.6 
(81)


21.8 
(74)

25.6 
(88)


24.3 
(83)


22.4 
(77)


31.3 
(106)

3.5 
(12)


2.9 
(10)


6.7 
(23)


4.7 
(16)

15.4 
(53)


14.4 
(49)


12.0 
(41)


11.2 
(38)

38.0 
(28.0)


36.0
 (27.5)


36.2
(27.9)


37.3 
(27.0)

7.
Accuracy

Atenolol


Glyburide


Atorvastatin


Nitroglycerin
344

341

343

339

0.3 
(1)


1.2 
(4)


0
(0)


0.3 
(1)

0.6 
(2)


0
(0)


0.3 
(1)


0
(0)

1.7 
(6)


0.3 
(1)


1.7 
(6)


0.3 
(1)

10.5 
(36)


1.5 
(5)


0
(0)


0.3 
(1)

86.9 
(299)


97.1 
(331)


98.0 
(336)


99.1 
(336)

90.4
(12.7)


96.4
(12.1)


98.5
(8.0)


99.1
(6.4)

8.
Legibility/

comprehensibility

Atenolol


Glyburide


Atorvastatin


Nitroglycerin
344

341

343

339

0.3
(1)


1.8 
(6)


0
(0)


0.3 
(1)

41.3 
(142)


22.0 
(75)


22.7 
(78)


11.5 
(39)

54.9 
(189) 


64.2 
(219)


67.9 
(233)


40.7 
(138)

3.5 
(12)


12.0
 (41)


9.3 
(32)


47.2 
(160)

0
(0)


0
(0)


0
(0)


0.3 
(1)

44.2
(9.2)


47.3
(10.2)


47.3
(8.6)


56.0 
(11.5)

Table 5. Percent of leaflets with partial or full adherence to sub-criteria: ATENOLOL (n= 344) 




Criteria 1-6: Information is sufficiently specific and comprehensive
% partial
% full

1. Drug names and indications for use 
1.1 generic name: atenolol


1.2 phonetic spelling of generic name


1.3 brand names: Tenormin


1.4 drug class :beta-blocker or beta-adrenergic blocking agent


1.5 treat hypertension (or high blood pressure)


1.6 treat angina (or chest pain)


1.7 treat definite or suspected myocardial infarction (or heart attack) 



1.2

   0

 0.6

3.8

 0.6

 0.6

 0.9
95.9

49.1

  4.4 

79.1

89.2

86.0

50.9

2. Contraindications and what to do before using drug

Tell PR or PH if you have: 

2.1 certain heart problems (or: heart failure, very slow heartbeat)


2.2 asthma or emphysema


2.3 diabetes


2.4 overactive thyroid


2.5 poor circulation


Tell PR or PH if you are:

2.6 pregnant or may become pregnant; can cause harm to baby


2.7 nursing or breast-feeding 



  4.9

  2.9

  3.5

  2.9

  2.9

15.4

  1.2
45.6

32.0

32.0

31.7

 0.3

75.6

79.9

3.  Specific directions about how to use, monitor, and get most benefit 
3.1 It is important to take this medicine regularly to get the most benefit 


3.2 To help you remember, take it the same time(s) each day


3.3 If you miss a dose, take it as soon as you remember


3.4 Skip missed dose if next scheduled dose is less than 8 hours away 


3.5 Do not take two doses at same time (or: do not double up) 


3.6 May take with or without food


3.7 Store at room temperature, away from excess heat and moisture



   1.7

   9.0

   2.6

35.5

     0

  1.2

58.4
  0.9

28.5

83.4

50.3

84.6

50.9

27.3

4. Specific precautions and how to avoid harm while using it

4.1 Tell PR or PH if you take any other medications, especially: 


4.2 calcium channel blockers such as verapamil and diltiazem


4.3 other blood pressure medicines such as clonidine 


4.4 over-the-counter cold products or decongestants


4.5 Do not stop suddenly; gradual dose reduction may be needed 

4.6 May cause serious reaction to allergy shots; tell PR before shots 


4.7 May worsen allergic reaction to foods, medicines, or stings; tell 

       PR as soon as possible so it can be treated 


4.8 Before surgery, tell PR or dentist you are taking this medicine 


4.9 May affect blood sugar or cover up signs of low blood sugar



   0.9

  6.4

20.3

  0.6

60.8

     0

     0

   0.6

   0.3
86.2

19.5

  6.7

79.7

35.8

    0

  0.3

84.9

49.4

5. Symptoms of serious or frequent adverse reactions and what to do
Tell PR or PH as soon as possible if any of these occur:

5.1 trouble breathing


5.2 cold hands or feet


5.3 slow heartbeat or fainting


5.4 swelling of legs or ankles/feet


Tell PR or PH if any of these do not go away or bother you:

5.5 feeling dizzy 


5.6 feeling tired 


5.7 feeling depressed 


5.8 trouble having sex 


5.9 trouble sleeping



   1.7

11.0

  6.4

  2.0

12.2

21.5

  3.5

     0

 0.6


73.3

17.2

20.6

31.7

70.1

62.2

22.1

  0.3

  0.9

6. General information and encouragement to ask questions
6.1 Keep all medicines away from children


6.2 Do not give this medicine to others 


6.3 Leaflet states that it does not include all uses, precautions, 

      interactions, adverse reactions, or side effects 


6.4 Name of publisher



6.5 Date of publication or most recent revision


6.6 Ask PR or PH if any questions or concerns


6.7 You may ask PH for longer leaflet written for professionals



 0.3

 0.6

  9.3

  0.3

  0.6

  9.3

  0.6
56.4

47.4

54.7

56.4

47.4

54.7

  0.6





Criterion 7: Information is scientifically accurate, unbiased, up-to-date
% partial
% full

7.1 information is neutral in content and tone 


7.2 no unapproved uses are listed (see 1.0 for approved uses)


7.3 no promotional messages about a specific brand, manufacturer, or 

      distributor (may compare chemical entities)


7.4 no inaccurate or outdated claims about benefits of product 


7.5 no inaccurate or outdated claims about risks of product


7.6 no other inaccurate or outdated information was found by this rater

  0.6 

16.0

  4.4

  2.6

  4.9

  1.5
97.4

68.3

89.2

96.5

93.3

83.1

Criterion 8: Information is readily comprehensible and legible
% partial
% full

8.1 black box warning information printed in bold-face type or box
8.2 minimal use of italics or ornate typefaces that are hard to read

8.3 upper and lower case lettering

8.4 headings placed on separate lines (not on same line as text)

8.5 bullets used to enhance readability

8.6 information is well organized and easy to find

*The following will be assessed by office staff:

8.7 adequate space between lines (2.2 mm=partial; >2.2mm=full) 
*

8.8 used no smaller than 10-point type (10-point=partial; >12-point=full )
*

8.9 good ink-paper contrast


*

8.10 written at 6-8th grade level (8.1-9th grade=partial; 8th grade=full) 
*


15.7

0.9

0.6

4.9

2.0

9.9

10.8

49.1

26.7

2.0
19.0

93.3

96.2

19.2

2.6

61.6

2.0

3.5

68.3

14.0

Table 6. Percent of leaflets with partial or full adherence to sub-criteria: GLYBURIDE (n= 341)





Criteria 1-6: Information is sufficiently specific and comprehensive
% partial

% full

1. Drug names and indications for use 
1.1 generic name: glyburide


1.2 phonetic spelling of generic name

 

1.3 common brand names: DiaBeta, Micronase, Glynase 


1.4 antidiabetic (or used to treat diabetes)


1.5 sulfonylurea


1.6 used to lower blood sugar 


1.7 used in patients whose diabetes cannot be controlled by diet


1.8 used for non-insulin dependent (or Type 2) diabetes


  
17.0

    0

  0.9

    0

    0

 3.2

 0.6

 0.6
79.5

46.3

 3.8

84.2

47.2

27.0

  0.3

  1.5



2. Contraindications and what to do if applicable

Tell PR or PH if you are:

2.1 allergic to glyburide or other sulfonylureas 


2.2 pregnant or may become pregnant 


2.3 nursing or breast-feeding 


Other:

2.4 use of other sulfonylurea drugs has been associated with serious 

      heart problems.  This risk may apply to use of glyburide


  
24.6

  0.6

  0.3

  0.6

 
29.3

81.8

79.2

 0.3

3. Specific directions about how to use, monitor, and get most benefit 
3.1 It is important to take this medicine regularly to get the most benefit


3.2 To help you remember, take it at the same time(s) each day


3.3 May take with or without food



3.4 If you miss a dose, take it as soon as possible


3.5 Skip missed dose if next scheduled dose is less than 8 hours away


3.6 Do not double up or take two doses at the same time 


3.7 Regular testing of blood glucose is important 


3.8 Important to follow proper diet and exercise program


3.9 Store at room temperature, away from excess heat and moisture



40.2

30.2

30.5

  0.9

80.6

  1.8

  1.2

28.7

40.5
37.2

42.8

54.5

82.4

  2.1

81.2

49.9

54.3

41.3

4. Specific precautions and how to avoid harm while using it

4.1 Tell PR or PH before taking any other medications, especially:


4.2 aspirin products 


4.3 anticoagulants (or blood thinners)


4.4 azole antifungals (eg,  fluconazole)


4.5 beta blockers 


4.6 diuretics (water pills)


4.7 corticosteriods


4.8 MAO inhibitors
 

4.9 May increase sensitivity to sun; reduce exposure to sun
 
10.6

  0.3

  0.3

 7.0

    0

    0

    0

 0.3

 5.3
73.6

26.1

26.4

  0.3

26.7

  0.6

    0

50.1

84.2



Table 6. Percent of leaflets with partial or full adherence to sub-criteria: GLYBURIDE (n= 341)




Criteria 1-6: Information is sufficiently specific and comprehensive
% partial

% full

5. Symptoms of serious or frequent adverse reactions and what to do 

5.1 May cause low blood sugar or hypoglycemia 


5.2 To help prevent, do not miss meals or drink alcohol


5.3 Some symptoms of low blood sugar: fast heartbeat, sweating, 

      tremors, headache, confusion, nervousness [list 3]


5.4 Use quick-acting sugar to treat low blood sugar 


Tell PR or PH as soon as possible if any of the following occurs:

5.5 allergic reaction: fever, chills, rash, trouble breathing [list 2]
 

5.6 dark urine, unusual bleeding/bruising, yellowing of eyes [list 2]


Tell PR or PH if any of these do not go away or bother you:

5.7 stomach discomfort, pain, fullness [list 1]


5.8 diarrhea 


5.9 more frequent urination 

   1.8

68.0

   2.3

10.6

30.5

13.2

   1.2

11.7

16.4


81.5

23.5

78.9

33.4

32.0

34.3

84.5

32.8

  0.3

6. General information and encouragement to ask questions
6.1 Keep all medicines away from children


6.2 Do not give this medicine to others 


6.3 Leaflet states that it does not include all uses, precautions, 

      interactions, adverse reactions, or side effects 


6.4 Name of publisher


6.5 Date of publication or most recent revision


6.6 Ask PR or PH if any questions or concerns


6.7 You may ask PH for longer leaflet written for professionals

     0

     0

  1.8

  0.6

  1.2

16.4

  0.3


34.6

18.8

42.8

50.7

39.9

55.1

     0





Criterion 7: Information is scientifically accurate, unbiased, up-to-date
% partial

% full

7.1 information is neutral in content and tone


7.2 no unapproved uses are listed (see 1.0 for approved uses)


7.3 no promotional messages about a specific brand, manufacturer, or 

      distributor (may compare chemical entities)


7.4 no inaccurate or outdated claims about benefits of product 


7.5 no inaccurate or outdated claims about risks of product


7.6 no other inaccurate or outdated information was found by this rater


 
1.2

 0.3

 0.6

 0.3

1.5

7.9
97.7

98.5

97.7

98.5

91.5

89.1

Criterion 8: Information is readily comprehensible and legible
% partial

% full

8.1 black box warning information printed in bold-face type or box

8.2 minimal use of italics or ornate typefaces that are hard to read  


8.3 upper and lower case lettering 


8.4 headings placed on separate lines (not on same line as text)


8.5 bullets used to enhance readability 


8.6 information is well organized and easy to find


The following will be assessed by office staff – leave boxes blank

8.7 adequate space between lines (2.2 mm=partial; >2.2mm=full) 
*

8.8 used no smaller than 10-point type (10-point=partial; >12-point=full )
*

8.9 good ink-paper contrast


*

8.10 written at 6-8th grade level (8.1-9th grade=partial; 8th grade=full) 
*


N/A

10.6

16.7

  1.5

  5.3

38.1

10.3

51.6

25.8

50.1
N/A

85.3

76.8

18.8

  1.5

51.6

  2.1

  2.6

69.5

13.1



Table 7. Percent of leaflets with partial or full adherence to sub-criteria: ATORVASTATIN (n= 343)




Criteria 1-6: Information is sufficiently specific and comprehensive
% partial
% full

1. Drug names and indications for use 
1.1 generic name:atorvastatin 


1.2 phonetic spelling of generic name


1.3 brand name: Lipitor
  

1.4 drug class: HMG - CoA reductase inhibitors


1.5 used to lower cholesterol levels 
  

1.6 used in persons whose cholesterol levels cannot be controlled with 

      proper diet, exercise, and weight loss if overweight. 



   0

   0

   0

   0

1.2

1.2
84.5

54.2

99.4

50.1

87.2

 0.9



2. Contraindications and what to do if applicable.

Do not take this medicine if you are:
2.1 allergic to atorvastatin


2.2 pregnant or may become pregnant; can cause harm to baby 


2.3 nursing or breast-feeding 

Tell PR or PH if you:

2.4 drink large amounts of alcohol 


2.5 have had liver disease


2.6 have had kidney disease 


2.7 have had recent major surgery 


2.8 have uncontrolled seizures



12.0

  7.0

  2.9

22.2

  7.3

   0.3

14.6

   0.3


  3.5

88.9

84.5

  7.6

47.2

     0

37.3

30.6

3. Specific directions about how to use, monitor, and get most benefit
3.1 It is important to take this medicine regularly to get the most benefit


3.2 To help you remember, take it at the same time(s) each day


3.3 May take with or without food


3.4 If you miss a dose, take it as soon as possible
 

3.5 Skip missed dose if next scheduled dose is less than 8 hours away


3.6 Do not take two doses at the same time (or: double up) 


3.7 Cholesterol levels should be monitored on a regular basis 


3.8 Important to continue proper diet and exercise 


3.9 Store at room temperature, away from excess heat and moisture



  8.7

  2.0

     0

     0

47.2

   0.3

21.0

40.5

48.4
  0.3

54.5

85.1

86.0

39.1

84.8

  6.7

34.7

34.4

4. Specific precautions and how to avoid harm while using it

4.1 Tell PR or PH before taking any other medications, especially:

4.2 immunosuppressants, especially cyclosporine (Sandimmune) 


4.3 gemfibrozil (Lopid) 


4.4 erythromycin 


4.5 niacin (nicotinic acid) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .


4.6 azole antifungals (eg fluconazole, ketoconazole, or itraconazole)


4.7 Do not eat grapefruit or drink grapefruit juice while using this drug


4.8 Should have liver function tests before and after starting this 

      medicine and on regular basis to check for harmful effects.



  0.9

  0.9

  0.6

     0

  0.3

12.8

34.1

25.4
84.8

23.0

50.1

26.5

26.2

37.9

49.3

   0.3

5. Symptoms of serious or frequent adverse reactions and what to do  
Tell PR or PH as soon as possible if any of these occur:

 5.1 muscle pains or weakness, especially with fever


 5.2 unusual tiredness 


 5.3 dark urine or yellowing of skin or eyes


 5.4 skin rash


Tell PR or PH if these do not go away or bother you:

 5.5 constipation 


 5.6 diarrhea


 5.7 headache 


 5.8 nausea or heartburn 



20.7

  2.6

64.1

  6.7

    0

 2.6

 0.6

1.7


74.6

23.3

20.1

70.8

33.2

34.4

  3.8

  9.6

6. General information and encouragement to ask questions
6.1 Keep all medicines away from children


6.2 Do not give this medicine to others 


6.3 Leaflet states that it does not include all uses, precautions, 

      interactions, adverse reactions, or side effects 


6.4 Name of publisher


6.5 Date of publication or most recent revision


6.6 Ask PR or PH if any questions or concerns


6.7 You may ask PH for longer leaflet written for professionals


1.5

   0

9.0

   0

  .6

6.7

2.3


33.8

17.5

42.0

54.2

44.3

50.4

  1.2





Criterion 7: Information is scientifically accurate, unbiased, up-to-date
% partial

% full

7.1 information is neutral in content and tone 


7.2 no unapproved uses are listed (see 1.0 for approved uses)


7.3 no promotional messages about a specific brand, manufacturer, or 

      distributor (may compare chemical entities)


7.4 no inaccurate or outdated claims about benefits of product 


7.5 no inaccurate or outdated claims about risks of product


7.6 no other inaccurate or outdated information was found by this rate. .

 
3.5

2.6

2.3

2.0

2.9

1.5


96.5

97.1

97.7

98.0

97.1

97.4

Criterion 8: Information is readily comprehensible and legible
% partial
% full

8.1 black box warning information printed in bold-face type or box

8.2 minimal use of italics or ornate typefaces that are hard to read  


8.3 upper and lower case lettering 


8.4 headings placed on separate lines (not on same line as text)


8.5 bullets used to enhance readability 


8.6 information is well organized and easy to find


The following will be assessed by office staff – leave boxes blank

8.7 adequate space between lines (2.2 mm=partial; >2.2mm=full) 
*

8.8 used no smaller than 10-point type (10-point=partial; >12-point=full )
*

8.9 good ink-paper contrast


*

8.10 written at 6-8th grade level (8.1-9th grade=partial; 8th grade=full) 
*


N/A

  1.2

    .6

  1.2

  2.0

24.2

13.1

55.4

23.3

  2.6
N/A

98.3

96.2

16.6

  2.6

57.1

  3.2

  3.2

71.7

14.9



Table 8. Percent of leaflets with partial or full adherence to sub-criteria: NITROGLYCERIN (n=339)





Criteria 1-6: Information is sufficiently specific and comprehensive
% partial
% full

1. Drug names and indications for use 
  1.1 generic name: nitroglycerin


  1.2 phonetic spelling of generic name


  1.3 common brand names: Nitrostat, NitroQuick, or Nitrotab


  1.4 drug class: nitrates


  1.5 used to relieve or prevent symptoms of angina (chest pain) 


  
12.1

  0.3

42.8

 1.5

 4.7
71.1

51.3

24.5

47.2

82.6

2. Contraindications and what to do if applicable

Do not take this medicine if you: 

2.1 are allergic to nitroglycerin or other nitrates 


Tell PR or PH if you:

2.2 have other heart problems 
 

2.3 have severe anemia 


2.4 have recent stroke or head injury


2.5 have kidney disease 


2.6 have liver disease


2.7 are pregnant or may become pregnant


2.8 are nursing or breast-feeding 



29.8

  0.6

 2.7

15.3

  0.3

 1.8

 1.2

 1.5
10.6

27.4

26.0

12.1

  0.3

  0.6

79.4

79.4

3. Specific directions about how to use, monitor, and get most benefit
3.1 Use one tablet at first sign of angina attack (chest pain)


3.2 Put tablet under tongue and let it dissolve


3.3 Do not chew, crush, or swallow it


3.4 This usually brings relief in 1 to 5 minutes
.  

3.5 If no relief after 5 minutes, use a second tablet.  If no relief after 

      another 5 minutes,use a third tablet


3.6 If no relief after three tablets in 15 minute period, call doctor      

        and have someone take you to hospital emergency room


3.7 May use one tablet 5 to 10 minutes before an expected attack


3.8 Store in original glass screw-cap bottle, tightly capped


3.9 Store at room temperature, away from excess heat and moisture



2.4

0.9

0.9

8.6

1.2

2.7

2.9

6.8

3.2
86.1

91.7

85.3

38.9

84.6

86.1

22.1

84.1

81.7

4. Specific precautions and how to avoid harm while using it

4.1 If possible, sit down when using this medicine.  This may 

      prevent falls due to dizziness

4.2 May cause dizziness when standing up or getting out of bed; 

       getting up slowly may help


4.3 If become dizzy while sitting, take several deep breaths and bend 

      forward with your head between your knees


4.4 Dizziness may be more frequent if you have had alcohol.  Limit 

       amount of alcohol while using this medicine


4.5 Tell PR or PH about any other medications, especially: 


4.6 high blood pressure medicines


4.7 other heart medicines


4.8 sildenafil (Viagra); death can occur with combined use



57.2

10.9

    0

49.3

 2.4

  0.3

  0.3

31.9
28.6

68.1

  0.6

41.6

48.7

25.4

  0.6

32.7

5. Symptoms of serious or frequent adverse reactions and what to do  
Tell PR or PH as soon as possible if any of these occur:

  5.1 bluish lips or finger nails


  5.2 blurred vision 


  5.3 drying of the mouth


  5.4 severe headache 


  5.5 shortness of breath, weakness, or fainting [list 1]


Tell PR or PH if any of these do not go away or bother you:

  5.6 feeling dizzy or lightheaded


  5.7 fast pulse (or heartbeat)


  5.8 flushing of face and neck 


  5.9 nausea or vomiting 



  0.3

 5.9

  0.3

15.6

26.0

11.8

12.1

13.9

51.3
    0

46.0

31.3

15.6

26.0

72.3

72.0

65.8

23.0

6. General information and encouragement to ask questions 
6.1 Keep all medicines away from children


6.2 Do not give this medicine to others


6.4 Leaflet states that it does not include all uses, precautions, interactions,  

      adverse reactions, or side effects


6.5 Name of publisher


6.6 Date of publication or most recent revision 


6.7 Ask PR or PH if any questions or concerns 


6.8 You may ask PH for longer leaflet written for professionals



1.5

   0

1.8

   0

 4.4

11.2

 2.4


31.9

16.8

46.9

54.9

41.3

56.0

  2.4





Criterion 7: Information is scientifically accurate, unbiased, up-to-date
% partial
% full

7.1 information is neutral in content and tone 
.

7.2 no unapproved uses are listed (see 1.0 for approved uses)


7.3 no promotional messages about a specific brand, manufacturer, or 

      distributor (may compare chemical entities)
.

7.4 no inaccurate or outdated claims about benefits of product 


7.5 no inaccurate or outdated claims about risks of product


7.6 no other inaccurate or outdated information was found by this rater . . . 


  .6

   0

1.2

   0

  .3

  .3
  99.1

  99.7

  98.2

  99.7

  97.9

  98.8

Criterion 8: Information is readily comprehensible and legible
% partial
% full

8.1 black box warning information printed in bold-face type or box

8.2 minimal use of italics or ornate typefaces that are hard to read  


8.3 upper and lower case lettering 


8.4 headings placed on separate lines (not on same line as text)


8.5 bullets used to enhance readability 
.

8.6 information is well organized and easy to find


The following will be assessed by office staff – leave boxes blank

8.7 adequate space between lines (2.2 mm=partial; >2.2mm=full) 
*

8.8 used no smaller than 10-point type (10-point=partial; >12-point=full )
*

8.9 good ink-paper contrast
*

8.10 written at 6-8th grade level (8.1-9th grade=partial; 8th grade=full) 
*


N/A

 1.8

 3.8

20.9

 2.4

15.1

10.9

51.0

22.7

54.4
N/A

96.5

90.3

31.3

  5.0

67.5

  3.2

  3.2

71.4

45.0

Table 9. Consumer panelists’ overall ratings of patient information leafletsusing 5-point method of assessment by drug

Drug
Number of information sheets with all criteria rated by consumer
Level of information quality




Mean

% of

Points
(SD)



Level 1:

0-19%

of points


%
(n)
Level 2:

20-39%

of points


%
(n)
Level 3:

40-59%

of points


%
(n)
Level 4:

60-79%

of points


%
(n)
Level 5:

80-100%

of points


%
               (n)


Atenolol
318

9.4 
(30)

15.7
(50)

20.4 
(65)

30.2 
(96)

24.2 
(77)

59.4 
(26.1)

Glyburide
302

10.3
(31)

14.6 
(44)

26.8 
(81)

27.5 
(83)

20.4 
(63)

57.0 
(26.0)

Atorvastatin
308

6.5 
(20)

16.9 
(52)

16.9 
(52)

31.8 
(98)

27.9 
(86)

62.4 
(25.8)

Nitroglycerin
308

5.5 
(17)

12.0
(37)

19.8 
(61)

34.1 
(105)

28.6 
(88)

64.6 
(24.9)

Total
1236
    7.9           (98)
  14.8         (183)
  21.0         (259)
  30.9        (382)
25.4        (314)


Table 10. Distribution of consumer panelists’ ratings of patient information leaflets using 5-point scales by criterion








Drug


Criterion
Distribution of scores (1=poor; 5=good)




Mean

rating

score 
(SD)


Rating score = 1


%
(n)
Rating score = 2


% 
(n)
Rating score = 3


% 
(n)
Rating score = 4


% 
(n)
Rating score = 5


% 
(n)


Atenolol (n = 334-342)


Print size


Print quality 


Line spacing 


Organization 


Length


Clarity


Helpfulness


Completeness 


Ease of finding info


Ease of reading


Ease of understanding


Usefulness

23.1
(79)


15.8
(54)


23.8
(81)


11.7
(39)


13.9
(47)


8.8
(30)


7.6
(26)


10.1
(34)


10.3
(35)


18.3
(62)


8.0
(27)


9.3
(31)

18.4
(63)


17.3
(59)


20.5
(70)


11.1
(37)


8.0 
(27)


10.3
(35)


9.6
(33)


9.8
(33)


12.1
(41)


21.0 
(71)


12.2
(41)


9.6
(32)

19.6
(67)


19.0
 (65)


22.0 
(75)


21.3
(71)


26.5
(90)


18.2
(62)


23.7
(81)


16.9
(57)


22.4
(76)


18.6
(63)


21.7
(73)


23.0 
(77)

20.2
(69)


25.1
(86)


18.2
(62)


29.6
(99)


27.1
(92)


34.7
(118)


31.3
(107)


32.2
(109)


30.6
(104)


20.7
(70)


32.7
(110)


29.0
(97)

18.7
(64)


22.8
(78)


15.5
(53)


26.3
(88)


24.5
(83)


27.9
(95)


27.8
(95)


31.1
(105)


24.7
(84)


21.3
(72)


25.3
(85)


29.3
(98)

2.9 
(1.4)


3.2 
(1.4)


2.8 
(1.4)


3.5 
(1.3)


3.4 
(1.3)


3.6 
(1.2)


3.6 
(1.2)


3.6 
(1.3)


3.5 
(1.3)


3.1 
(1.4)


3.6 
(1.2)


3.6 
(1.3)

Glyburide (n = 328-340)


Print size


Print quality 


Line spacing 


Organization 


Length


Clarity


Helpfulness


Completeness 


Ease of finding info


Ease of reading


Ease of understanding


Usefulness

23.8
(81)


17.0
(57)


21.5
(73)


12.9
(43)


13.5
(45)


8.9
(30)


9.5
(32)


10.4
(35)


13.6
(46)


22.6
(74)


12.2
(40)


10.0 
(33)

20.9
(71)


17.0 
(57)


21.8
(74)


10.8
(36)


11.7
(39)


12.8
(43)


9.2
(31)


8.4
(28)


13.3
(45)


18.0
 (59)


11.0
 (36)


9.7
(32)

17.4
(59)


22.9
(77)


27.4
(93)


25.1
(84)


26.9
(90)


23.2
(78)


21.9
(74)


22.7
(76)


20.7
(70)


22.0
 (72)


25.6
(84)


22.2
(73)

20.9
(71)


25.0
 (84)


16.8
(57)


29.0
 (97)


29.6
(99)


29.5
(99)


33.7
(114)


29.9
(100)


28.7
(97)


22.9
(75)


32.6
(107)


32.8
(108)

17.1
(58)


18.2
 (61)


12.6
(43)


22.2
(74)


18.3
(61)


25.6
(86)


25.7
(87)


28.7
(96)


23.7
(80)


14.6
(48)


18.6
(61)


25.2
(83)

2.9 
(1.4)


3.1 
(1.4)


2.8 
(1.3)


3.4 
(1.3)


3.3 
(1.3)


3.5 
(1.3)


3.6 
(1.2)


3.6 
(1.3)


3.4 
(1.3)


2.9 
(1.4)


3.3 
(1.3)


3.5 
(1.3)

Atorvastatin (n = 332-340)


Print size


Print quality 


Line spacing 


Organization 


Length


Clarity


Helpfulness


Completeness 


Ease of finding info


Ease of reading


Ease of understanding


Usefulness

20.0 
(68)


15.0
 (51)


18.7
(63)


9.0 
(30)


9.9
(33)


6.2
(21)


4.7
(16)


6.5
(22)


9.5
(32)


17.9
(60)


6.3
(21)


7.2
(24)

17.1
(58)


11.5
(39)


18.1
(61)


10.1
(34)


10.2
(34)


11.9
(40)


8.3
(28)


11.3
(38)


10.7
(36)


15.5
(52)


11.1
(37)


10.5
(35)

19.1
(65)


20.1
(68)


22.0
 (74)


21.8
(73)


19.6
(65)


21.4
(72)


20.6
(70)


15.8
(53)


20.4
(69)


17.9
(60)


22.5
(75)


19.8
(66)

22.4
(76)


26.8
(91)


21.7
(73)


30.7
(103)


34.0
 (113)


29.4
(99)


35.1
(119)


33.9
(114)


32.5
(110)


24.7
(83)


34.5
(115)


33.8
(113)

21.5
(73)


26.5
(90)


19.6
(66)


28.4
(95)


26.2
(87)


31.2
(105)


31.3
(106)


32.4
(109)


26.9
(91)


24.1
(81)


25.5
(85)


28.7
(96)

3.1 
(1.4)


3.4 
(1.4)


3.1 
(1.4)


3.4 
(1.3)


3.6 
(1.3)


3.7 
(1.2)


3.8 
(1.1)


3.7 
(1.2)


3.6 
(1.3)


3.2 
(1.4)


3.6 
(1.2)


3.7 
(1.2)

Nitroglycerin (n = 331-338)


Print size


Print quality 


Line spacing 


Organization 


Length


Clarity


Helpfulness


Completeness 


Ease of finding info


Ease of reading


Ease of understanding


Usefulness

21.0 
(71)


14.0 
(47)


17.2
(57)


7.5
(25)


9.3
(31)


6.0 
(20)


4.5
(15)


8.1
(27)


8.6
(29)


16.8
(56)


7.5
(25)


7.1
(24)

15.7
(53)


11.0
 (37)


16.6
(55)


7.8
(26)


12.7
(42)


8.4
(28)


7.5
(25)


6.9
(23)


11.0 
(37)


14.4
(48)


10.2
(34)


7.1
(24)

20.1
(68)


22.6
(76)


25.4
(84)


20.6
(69)


18.4
(61)


17.5
(58)


16.0
 (53)


16.8
(56)


19.9
(67)


25.1
(84)


19.2
(64)


18.9
(64)

20.7
(70)


25.6
(86)


22.4
(74)


34.0
 (114)


30.4
(101)


35.8
(119)


36.7
(122)


33.2
(111)


29.2
(98)


22.2
(74)


32.7
(109)


30.5
(103)

22.5
(76)


26.8
(90)


18.4
(61)


30.1
(101)


29.2
(97)


32.2
(107)


35.2
(117)


35.0
 (117)


31.3
(105)


21.6
(72)


30.3
(101)


36.4
(123)

3.1 
(1.5)


3.4 
(1.4)


3.1 
(1.4)


3.7 
(1.2)


3.6 
(1.3)


3.8 
(1.2)


3.9 
(1.1)


3.8 
(1.2)


3.6 
(1.3)


3.2 
(1.4)


3.7 
(1.2)


3.8 
(1.2)

Table 11. Distribution of expert panelists’ ratings of nitroglycerin manufacturer’s booklets by criterion (n=31)
Criterion

 
Level of adherence to criteria






Level 1:

0-19%

of points


% 
(n)
Level 2:

20-39% 

of points


% 
                           (n)
Level 3: 

40-59% 

of points


% 
(n)
Level 4:

60-79%

of points


%
 (n)
Level 5:

80-100%

of points


% 
(n)

Total
     0               (0)
     0              (0)
   100          (31)
      0             (0)
     0              (0)

1.
Drug name/    indications
     0               (0)
   35.5          (11)
  35.5          (11)
    29             (9)
     0              (0)

2.
Contra-indications
     0               (0) 
     3            (9.7)
  90.3          (28)
      0             (0)
     0              (0)

3.
Directions
     0               (0)
     0              (0)
   0               (0)
   38.7          (12)
   61.3          (19)

4.
Precautions
   87.1          (27)
   12.9           (4)
   0               (0)
     0              (0)
     0              (0)

5. Adverse reactions
  19.4             (6)
   38.7         (12)
 35.5          (11)
     0              (0)
     0              (0)

6.
General information
  25.8             (8)
   38.7         (12)
 35.5          (11)
     0              (0)
     0              (0)

7.
Accuracy
    0                (0)
   48.4         (15)
   0              (0)
  3.2              (1)
   48.4          (15)

8.
Legibility/

comprehensibility
    0                (0)
     3.2           (1)
 77.4         (24)
19.4              (6)
     0              (0)

Table 12. Percent of nitroglycerin manufacturer’s booklets  with partial or full adherence to sub-criteria (n=31)




Criteria 1-6: Information is sufficiently specific and comprehensive
% partial
% full

1. Drug names and indications for use 
  1.1 generic name: nitroglycerin


  1.2 phonetic spelling of generic name


  1.3 common brand names: Nitrostat, NitroQuick, or Nitrotab


  1.4 drug class: nitrates


  1.5 used to relieve or prevent symptoms of angina (chest pain) 


  
25.8

    .0

  38.7  

    .0

    .0
64.5

100

16.1

64.5

74.2

2. Contraindications and what to do if applicable

Do not take this medicine if you: 

2.1 are allergic to nitroglycerin or other nitrates 


Tell PR or PH if you:

2.2 have other heart problems 
 

2.3 have severe anemia 


2.4 have recent stroke or head injury


2.5 have kidney disease 


2.6 have liver disease


2.7 are pregnant or may become pregnant


2.8 are nursing or breast-feeding 



    .0

    .0

    .0

32.3

    .0

    .0

    .0

    .0
74.2

    .0

100

    .0

    .0

    .0

100

100

3. Specific directions about how to use, monitor, and get most benefit
3.1 Use one tablet at first sign of angina attack (chest pain)


3.2 Put tablet under tongue and let it dissolve


3.3 Do not chew, crush, or swallow it


3.4 This usually brings relief in 1 to 5 minutes
.  

3.5 If no relief after 5 minutes, use a second tablet.  If no relief after 

      another 5 minutes,use a third tablet


3.6 If no relief after three tablets in 15 minute period, call doctor      

        and have someone take you to hospital emergency room


3.7 May use one tablet 5 to 10 minutes before an expected attack


3.8 Store in original glass screw-cap bottle, tightly capped


3.9 Store at room temperature, away from excess heat and moisture



    .0

    .0

    .0

    .0

    .0

    .0

    .0

    .0

    .0
90.3

100

  71

48.4

100

100

100

100

96.8

4. Specific precautions and how to avoid harm while using it

4.1 If possible, sit down when using this medicine.  This may 

      prevent falls due to dizziness

4.2 May cause dizziness when standing up or getting out of bed; 

       getting up slowly may help


4.3 If become dizzy while sitting, take several deep breaths and bend 

      forward with your head between your knees


4.4 Dizziness may be more frequent if you have had alcohol.  Limit 

       amount of alcohol while using this medicine


4.5 Tell PR or PH about any other medications, especially: 


4.6 high blood pressure medicines


4.7 other heart medicines


4.8 sildenafil (Viagra); death can occur with combined use



    .0

25.8

    .0

38.7

    .0

12.9

    .0

    .0
74.2

    .0

    .0

    .0

    .0

    .0

    .0

    .0

5. Symptoms of serious or frequent adverse reactions and what to do  
Tell PR or PH as soon as possible if any of these occur:

  5.1 bluish lips or finger nails


  5.2 blurred vision 


  5.3 drying of the mouth


  5.4 severe headache 


  5.5 shortness of breath, weakness, or fainting [list 1]


Tell PR or PH if any of these do not go away or bother you:

  5.6 feeling dizzy or lightheaded


  5.7 fast pulse (or heartbeat)


  5.8 flushing of face and neck 


  5.9 nausea or vomiting 



    .0

    .0

    .0

    .0

54.8

9.7

    .0

    .0

    .0
    .0

100

100

48.4

    .0

71.0

    .0

64.5

    .0

6. General information and encouragement to ask questions 
6.1 Keep all medicines away from children


6.2 Do not give this medicine to others


6.4 Leaflet states that it does not include all uses, precautions, interactions,  

      adverse reactions, or side effects


6.5 Name of publisher


6.6 Date of publication or most recent revision 


6.7 Ask PR or PH if any questions or concerns 


6.8 You may ask PH for longer leaflet written for professionals



12.9

    .0

  3.2

    .0

16.1

    .0

    .0


35.5

    .0

    .0

22.6

35.5

74.2

    .0





Criterion 7: Information is scientifically accurate, unbiased, up-to-date
% partial
% full

7.1 information is neutral in content and tone 
.

7.2 no unapproved uses are listed (see 1.0 for approved uses)


7.3 no promotional messages about a specific brand, manufacturer, or 

      distributor (may compare chemical entities)
.

7.4 no inaccurate or outdated claims about benefits of product 


7.5 no inaccurate or outdated claims about risks of product


7.6 no other inaccurate or outdated information was found by this rater . . . 


19.4

48.4

25.8

    .0

  3.2

    .0
29.0

51.6

25.8 51.6

48.4

100

Criterion 8: Information is readily comprehensible and legible
% partial
% full

8.1 black box warning information printed in bold-face type or box

8.2 minimal use of italics or ornate typefaces that are hard to read  


8.3 upper and lower case lettering 


8.4 headings placed on separate lines (not on same line as text)


8.5 bullets used to enhance readability 
.

8.6 information is well organized and easy to find


The following will be assessed by office staff – leave boxes blank

8.7 adequate space between lines (2.2 mm=partial; >2.2mm=full) 
*

8.8 used no smaller than 10-point type (10-point=partial; >12-point=full )
*

8.9 good ink-paper contrast
*

8.10 written at 6-8th grade level (8.1-9th grade=partial; 8th grade=full) 
*


N/A

    .0

    .0

    .0

    .0

64.5

    .0

    .0

29.0

93.5
N/A

100

74.2

51.6

    .0

35.5

    .0

    .0

67.7

  6.5

Table 13. Consumer panelists’ overall ratings of nitroglycerin manufacturer’s booklets using 5-point method of assessment (n=31)
Drug
Level of information quality




Mean

% of

Points
(SD)


Level 1:

0-19%

of points


%
(n)
Level 2:

20-39%

of points


%
(n)
Level 3:

40-59%

of points


%
(n)
Level 4:

60-79%

of points


%
(n)
Level 5:

80-100%

of points


%
(n)


Nitroglycerin

6.5 
(2)
 12.9
(4)

22.6 
(7)

12.9 
(4)
 45.2
(14)

64.8 
(29.5)

Table 14. Distribution of consumer panelists’ ratings of nitroglycerin manufacturer’s booklets using 5-point scales by criterion  (n=31)

Criterion
Distribution of scores (1=poor; 5=good)




Mean

rating

score 
(SD)


Rating score = 1


%
(n)
Rating score = 2


% 
(n)
Rating score = 3


% 
(n)
Rating score = 4


% 
(n)
Rating score = 5


% 
(n)



Print size


Print quality 


Line spacing 


Organization 


Length


Clarity


Helpfulness


Completeness 


Ease of finding info


Ease of reading


Ease of understanding


Usefulness

25.8
(8 )


16.1
(5)


19.4
(6)


6.5
(2)


9.7
(3)


6.5
(2)


6.5
(2)


6.5
(2)


6.5
(2)


29.0
(9)


9.7
(3)


6.5
(2)

6.5
(2)


9.7
(3)


6.5
(2)


12.9
(4)


19.4
(6)


12.9
(4)


6.5
(2)


0
(0)


19.4
(6)


6.5
(2)


12.9
(4)


3.2
(1)

16.1
(5)


22.6
 (7)


22.6 
(7)


19.4
(6)


19.4
(6)


19.4
(6)


22.6
(7)


22.6
(7)


32.3
(10)


16.1
(5)


25.8
(8)


22.6 
(7)

19.4
(6)


25.8
(8)


25.8
(8)


16.1
(5)


19.4
(6)


16.1
(5)


12.9
(4)


22.6
(7)


12.9
(4)


29.0
(9)


12.9
(4)


19.4
(6)

32.3
(10)


25.8
(8)


25.8
(8)


45.2
(14)


32.3
(10)


45.2
(14)


51.6
(16)


48.4
(15)


29.0
(9)


19.4
(6)


38.7
(12)


48.4
(15)

3.26
(1.21)


3.35
(1.40)


3.32
(1.45)


3.81
(1.33)


3.45
(1.39)


3.81
(1.33)


3.97
(1.28)


4.13
(0.99)


3.39
(1.28)


3.03
(1.54)


3.58
(1.39)


4.00
(1.21)



