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Table D-2. Weighted Responses for Section 2: Good Manufacturing Practices (GMPs) (continued)

Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238)
95% ClI 95% Ci 95% Ci 95% CI
n % Low High| n % Low High| n % Low High | n %  Low High
2.3* [If 2.1 is No}
If not following published GMPs,
how does this plant verify the
identity, purity, and composition of
dietary supplement products and
ingredients?
1. Sanitation standard operating 8 2256 — —a 6 1418 — —a | b — — — 14 19.09 — —a
procedures (SSOPs)
2. Other quality assurance (QA) n 20.18 — ~—4 9 3399 — —a | —b — — — 20 2529 — —Aa
program
3. Certificate of Analysis 27 64.55 — -3 19 8573 — —a b — — — 46 72.02 — 3
4. Certificate of Identity 10 1196 — —a 6 2366 — —3 —b — — — 16 1634 — —a
5. Other 17 4557 — 2 7 2470 — 2 -b . _ 1 2370 — 2
Not applicable 6 1350 — —2 ) ‘0 — — —a ) _b __ S — 7 922 — _a
No answer 1 127 — 2 0o — — —al. b 1 077 — 2
2.4 [If 2.1 1s No] (verbatims provided in Table D-11)
Why does this plant not follow
published GMPs?
2.5 Does this plant have standard
operating procedures (SOPs)?
1. Yes 79 65.17 5098 77.10|] 104 91.11 81.08 96.08f 12 88.98 63.97 97.35; 195 79.73 71.54 86.02
2. No (Skip to Section 3) 19 22.27 12.35 36.82 5 5.20 1.52 16.28] O 0.00 0.00 0.00f 24 1234 7.29 20.14
Not applicable 5 2.87 1.16 691 0 0.00 0.00 0.00] 1 6.54 0.90 34.91 6 159 071 3.52
Don’t know 1 0.52 0.07 3.66 0 0.00 0.00 0.000 O 0.00 0.00 0.00 1 023 0.03 1.60
No answer 6 9.18 3.17 23.79 5 3.69 140 937 1 4.49 0.61 26.47 12 6.11 284 12.65
(continued)
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Table D-2. Weightad Responses for Section 2: Good Manufacturing Practices (GMPs) {continued)

Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238)
95% ClI 95% ClI 95% Cl 95% Cl
. ) n % Low High n % Low High n % Low High n % Low High
2.6 [If 2.5 is Yes]
Is there written documentation of
the SOPs?
1. Yes 62 81.57 67.04 90.59| 86 81.33 68.89 89.55] 11 91.43 57.02 98.85] 159 82.01 73.47 88.24
2. No 10 7.86 4.15 1438 9 12.16 542 25.08 0 0.00 0.00 0.00f 19 9.92 534 17.69
Don’t know 1 0.83 0.11 5.82 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 030 004 210
No answer 6 9.75 3.05 27.02 9 6.51 3.09 13.19 1 8.57 1.15 42.98| 16 7.78 4.05 14.42

3Confidence interval could not be estimated because there was only one observation (respondent) in a stratum for that question.

bCould not estimate because there were no respondents for that question.
*Total may sum to greater than 100% because respondents could select more than one answer.
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Table D-3. Weighted Responses for Section 3: Personnel
Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238)
95% ClI 95% Cli 95% Cl 95% Ci
n % Low High|[ n % Low High} n % low High| n %  Llow High
3.0 Do personnel at this plant or site
handie raw materials, in-process
materials, or finished products,
including distribution of finished .
products?
1. Yes 96 83.19 68.87 91.72] 109 96.94 92.05 98.86] 13 95.51 73.53 99.39{218 90.90 83.90 95.03
2. No (Skip to Section 4) 14 16.81 828 31.13 5 3.06 1.14 7.95 1 4.49 0.61 26.47| 20 9.10 4.97 16.10
3.1 Are there written procedures for
personnel on disease control?
1. Yes 47 5574 41.51 69.09] 74 71.17 5899 80.90[ 13 100.00 100.00 100.00{134 66.62 57.96 74.29
2. No 47 43.01 29.81 57.29| 35 28.83 19.10 41.01 0.00 0.00 0.00| 82 32.88 25.24 41.55
Not applicable 2 125 031 492 0 0.00 0.00 000 O 0.00 0.00 000 2 050 012 1.96
3.2 Are there written procedures for
personnel on maintaining personal
cleanliness? 3
©
1. Yes 67 69.80 55.01 81.38f 95 84.99 72.39 92.44] 13 100.00 100.00 100.00{175 79.78 71.44 86.16 e
Q.
2. No 27 2895 17.55 43.82] 14 1501 7.56 27.61 0.00 0.00 0.00{ 41 19.73 13.39 28.08 X
Not applicable 2 1.25 031 492 0 0.00 0.00 0.00 0.00 0.00 000 2 050 012 196 (D
3.3 Are there written procedures s
ensuring that all personnel 3
employed in the manufacturing =
process have the proper education, Q
training, or experience needed to g
perform the assigned functions? ) S
1. Yes 53 5395 39.41 67.84] 82 70.98 58.20 81.12| 12 93.15 63.84 99.06[147 65.43 56.37 73.49 é—
2. No 38 39.21 26.19 53.96| 27 29.02 18.88 41.80| O 0.00 0.00 0.00] 65 31.47 23.63 40.53 m
Not applicable 4 2,66 094 731 0 0.00 0.00 0.00] 1 6.85 0.94 36.16| 5 1.43 0.58 3.49 &
No answer 1 419 0.58 24.84 0 000 000 000 O 0.00 0.00 0.00f 1 1.67 0.23 11.i8 lg—
(continued) g
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Table D-3. Weighted Responses for Section 3: Personnel {continued)

Very Small (n = 110)

Small (n = 114)

Large (n = 14)

Overall (n =238)

adisnipu! ewaddns raiaic o ul sadiely Suunioeinueyy ;o Asaing

95% CI 95% ClI 95% ClI 95% Ci
n % low High| n % Low High| n % Low High| n %  Low High
3.4 Does plant management verify and
keep records that the procedures for
personnel on disease control,
personal cleanliness, and training
are being followed?
1. Yes 45 47.68 33.87 61.85| 75 69.31 56.93 79.42| 12 93.15 63.84 99.06] 132 62.02 53.13 70.i8
2. No (Skip to question 3.6) 46 42.04 28.97 56.34| 34 30.69 20.58 43.07 0 0.00 0.00 0.00; 80 33.51 2571 4233
Not applicable 1.25 031 492 O 0.00 0.00 0.00f 1 6.85 0.94 36.16 3 6.87 027 277
No answer 9.03 2.56 27.28] O 0.00 0.00 0.00] O 0.00 0.00 0.00 3 3.55 1.00 12.08
3.5 [If 3.4 is Yes)
Are records made of any corrective
actions taken if procedures are not
followed?
1. Yes, for some procedures 24 58.21 36.93 76.82| 38 47.77 33.56 62.35 5 43.29 18.65 71.77} 67 50.59 39.34% 61.78
2. Yes, for ail procedures 12 2194 10.22 40.97| 22 33.07 20.33 48.88 7 56.71 28.23 81.35] 41 3163 21.99 43.75
3. No 6 15.11 451 4013 9 13.94 6.68 2680 O 0.00 . 0.00 0.00f 15 13.14 6.83 23.79
No answer 3 4.74 139 14.98] 6 522 219 11.95 0 0.00 0.00 0.00 9 4.64 232 9.07
3.6 Are records maintained of personnel
education, training, or experience?
1. Yes 54 54.22 39.63 68.12; 84 73.66 61.31 83.15] 12 93.15 63.84 99.06] 150 67.00 57.99 74.92
2. No (Skip to Section 4) 40 44.51 30.71 59.20| 25 26.34 16.85 3869 O 0.00 0.00 0.001 65 32.11 2423 4117
Not applicable 2 1.28 031 509 O 0.00 0.00 0.00 1 6.85 0.94 36.16 3 0.88 0.27 2.81

(continued)
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Table D-3. Weighted Responses for Section 3: Personnel {continued)

Very Small (n = 110)

Small (n = 114)

Large (n = 14)

Overall (n = 238)

95% CI 95% ClI 95% CI 95% Cl
- — T o] T
n % Llow High n % Low High %  Low High n % Low High
3.7 [f 3.6 is Yes] )
How long are records of personnel
education, training, or experience
maintained?
1. Term of employment 36 7157 — -3 | 47 5569 — 2 3426 — -2 | 87 5916 — —2
2. __ Year(s) after expiration date 2 230 — —a 7 9,75 — —a 8.57 — —a 10 7.26 — —a
3. ___ Year(s) from date of 3 367 — —a 5 790 — —a 0.00 — —a 8 5.94 — —a
manufacture
4. Other 12 2131 — ~-2 20 2290 — -~ 52.10 — —a 38 2463 — —a
Don’t know 0 000 — —a 0 0.00 — —-a 507 — —a 1 039 — —a
No answer 1 .15 — -3 5 3.76 — —-a 000 — —2 6 263 — —a
Mean years after expiration date "2 250 . — 2 7 214 — 3 600 — 2 10 253 — —4
Mean years from date of 3 267 — 3 5 374 — 4 — — — 352 — A2

manufacture

2Confidence interval could not be estimated because there was only one observation (respondent) in a stratum for that question.

bCould not estimate because there were no respondents for that question.
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Table D-4. Weighted Responses for Section 4: Buildings and Facilities

Very Small (n = 110)

Small (n = 114)

Large (n = 14)

95% Cli 95% Cl 95% Cli 95% Ci
n % Low High| n % Low High| n % lLow High| n %  Low High
4.0 Are raw materials, in-process o
materials, or finished products
handled or stored at this plant or
site?
1. Yes 101 92.04 80.78 96.95| 111 98.10 93.12 99.49( 13 95.51 73.53 99.39| 225 9533 9G.21 57.64
2. No (Skip to Section 5) 9 796 3.05 1922 3 1.90 0.51 6.88 1 4.49 0.61 26.47 13 467 216 9./9
4.1 What percentage of plants are
owned vs. ieased?? (include
warehouse facilities located at this
plant.)
a. Owned 39 36.10 24.01 50.27} 68 59.80 47.47 71.00| 11 85.17 55.41 96.37| 118 51.19 42.43 5988
b. lLeased 62 6390 49.73 7599} 43 40.20 29.00 52.53 2 14.83 3.63 4459 107 48.81 40.12 57.57
Owned Facilities
4.2 Are there written procedures on
maintenance of the grounds about
the plant?
1. Yes 9 2433  9.49 49.63| 38 60.35 45.34 73.64| 10 90.63 53.87 98.77 57 52.35 40.65 63.79
2. No 27 70.92 46.84 87.10] 29 37.70 24.69 52.77 1 9.37 1.23 46.13f 57 4505 33.75 56.88
Not applicable ] 163 022 11.291 O 0.00 0.00 0.00{ O 0.00 0.00 0.00 1 0.48 0.07 343
Don’t know i 156 0.21 10.80f O 000 000 000f O 0.00 000 0.00 1 0.46 0.06 3.29
No answer 1 1.56 0.21 10.80f 1 1.94 0.26 1298/ O 0.00 0.00 0.00 2 1.66 035 7.42

(continued)
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Table D-4. Weighted Responses for Section 4: Buildings and Facilities (continued)

Very Small (n = 110) Small (n=114) ) large (n = 14) Overall (n = 238)
95% Ci 95% Cl - 95% Cl 95% Cl
n % tow High| n % Llow High| n % fow High| n %  Low High

4.3 Are there written procedures on
general maintenance and sanitation
of the buildings, fixtures, and other
physical facilities of the plant?

20 61.22 41.95 77.52] 54 79.35 63.66 89.39| 10 94.46 68.48 99.26] 84 75.31 64.74 83.51

1. Yes
2. No 17 35.59 19.93 55.08f 14 20.65 10.61 36.34 1 554 0.74 31.52] 32 23.75 15.60 34.42
Not applicable 2 3.19 0.75 1264 O 000 000 000 O 0.00 0.00 0.00 2 094 0.23 3.78

4.4 Are there written procedures on the
storage and use of cfeaning and
sanitizing materials?

1. Yes 16 52.82 31.31 73.33) 47 69.33 52.88 81.99] 11 100.00 100.00 100.00| 74 67.13 55.17 77.22
2. No 21 43.99 24.16 65.94| 21 30.67 18.01 47.12f O 0.00 0.00 0.00( 42 31.93 21.88 43.98
- Not applicable 2 319 075 1264y O 0.00 0.00 0.00f O 0.00 0.00 000} 2 094 023 378
4.5 Are there written procedures on pest
control?
1. Yes 20 59.40 37.16 78.36| 52 77.27 61.84 87.69] 10 94.46 68.48 99.26] 82 73.48 62.04 82.45
2. No 17 37.41 19.14 60.15] 16 22.73 12.31 38.16] 1 5.54 0.74 31.52| 34 25.57 16.67 37.11
Not applicable 1 1.56 0.21 10.80{ O 0.00 0.00 0.00f O 0.00 0.00 0.00 1 0.46 0.06 3.29
No answer 1 1.63 0.22 11.29] 0O 0.00 0.00 0.00] O 0.06 0.00 0.00 1 0.48 0.07 3.43
4.6 Does plant management verify and
keep records that procedures for
buildings and facilities maintenance
are being followed?
1. Yes 15 52.51 33.50 70.82( 50 78.44 63.61 88.34] 9 81.26 47.18 95.47{ 74 71.02 61.23 79.18
2. No (Skip to Section 5) 23 45.86 27.89 64.97| 18 21.56 11.66 36.39] 2 18.74 4.53 52.82| 43 28.50 20.34 38.36
No answer 1 1.63 0.22 11.29] O 0.00 0.00 0.00f O 0.00 0.00 0.00 1 0.48 0.07 3.43
{continued)
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Table D-4. Weighted Responses for Section 4: Buildings and Facilities

(continued)

Very Small (n = 110)

Small (n = 114)

Large (n = 14)

Overall (n = 238)

95% Cli 95% Cl 95% ClI 95% CI
n % Low High n % Low High n % Low High n % m
4.7 {If 4.6 1s Yes] )
Are records made of any corrective
actions taken if procedures are not
followed?
1. Yes, for some procedures 7 2473 11.32 45.81] 26  53.26 36.07 69.71} 2 23.68 5.18 63.81] 35 44.06 29.77 59.40
2. Yes, for all procedures 4 29.24 6.60 70.72| 15 31.37 17.34 49.90 7 76.32 36.19 94.82; 26 35.41 22.58 50.74
3. No 1 2.97 0.37 20.11 6 10.84 4.52 23.80| O 0.00 0.00 0.00 8.03 3.59 1698
No answer 3 43.06 13.56 78.48] 3 453 124 1518 O 0.00 0.00 0.00 12.51 4.56 29.95
Leased Facilities
4.8 What is the rema:ning term of the
lease?
Years (mean response) 55 3.04 — —2 | 41 463 — 1 000 — —3a 97 3.77  — —
Open lease (%o) °5 459 1.91 10.60] 1 1.23 0.6 8.56[ O 0.00 0.00 0.00] 6 3.05 1.44 6.34
4.9 For leased facilitics, who is primarily
responsible for maintaining the
grounds about the plant?
1. P|antmanagement(lessee) 21 31.99 17.69 50.72] 26 57.57 37.64 75.30 1 53.82 6.58 95.07| 48 43.46 31.15 56.64
"2 Facility owner (lessor) (Skip to 40 62.08 4291 78.10{ 16 39.54 22.33 59.81 1 46.18 4.93 93.42| 57 52.03 3875 65.02
question 4.11)
No answer 1 593 0.78 33.54 1 2.89 0.38 18.82 0 0.00 0.00 0.00 2 451 0.94 19.09
4.10 [If 4.9 15 1 (fessce)]
For leased facilities, are there written
procedures on maintenance of the
grounds about the plant?
1. Yes 4 3120 7.78 70.93] 13 32.16 16.50 53.21 0 0.00 0.00 000 17 3113 1572 52.29
2 No 15 63.16 26.49 89.08] 11 55.67 29.57 78.98 1 100.00 100.00 100.00| 27 59.58 37.22 78.56
No answer 2 5.64 124 2218 2 12.17  1.89 49.91 0 0.00 0.00 0.00 4 929 2.23 31.49

(Skip to question 4.12)

(continued)
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Table D-4. Weighted Responses for Section 4: Buildings and Facilities {continued)

Very Small (n = 110) Small (n =114) Large (n = 14) Overall (n = 238)
95% Cl 95% Cl 95% Cli 95% Ct
n % Low High n % Low High n % Low High| n % Low High
4,11 {If 4.9 s 2 (lessor)]
Does plant management verify and
keep records that the facility owner
is properly maintaining the grounds?
1. Yes 6 1580 5.67 3694 5 36.58 11.49 71.93 1 100.00 100.00 100.00| 12 23.86 11.42 43.25
2. No 23 42.88 23.83 64.31 7 49.00 18.65 80.11 0 0.00 0.00 0.00] 30 4430 27.51 6250
Don't know 1 1.48 0.19 1054} O 0.00 0.00 0.00 0 0.00 0.00 0.00 1 0.97 0.13 6.96
No answer 10 39.83 20.44 63.04] 4 1442 3.82 41.65 0 0.00 0.00 0.00f 14 30.86 15.63 51.82
4.12 For leased facilities, who is
primarily responsible for general
maintenance and sanitation of the
buildings, fixtures, and other
physical facilities of the plant?
1. Plant management (lessee) 44  63.35 43.38 79.60| 39 95.63 88.47 98.42 1 53.82 6.58 9507 84 77.23 63.39 86.92
2. Facility owner {lessor) (Skip to 17 30.72 16.10 50.61 4 437 1.58 11.53 1 46.18 4.93 93.42] 22 19.51 10.85 32.56
question 4.15)
No answer 1 5.93 0.78 3354} O 0.00 0.00 0.00 0 0.00 0.00 0.00 1 3.26 0.43 20.75
413 [If 412 is 1 (lessee)]
For leased facilities, are there written
procedures on general maintenance
and sanitation of the buildings,
fixtures, and other physical facilities
of the plant?
1. Yes 21 39.51 21.46 60.97| 25 61.57 40.29 79.19 100.00 100.00 100.00} 47 52.06 37.84 65.96
2. No 19  54.13 33.43 73.49| 12 36.71 19.39 58.32 0.00 0.00 0.00] 31 44.15 30.76 58.45
No answer 4 6.36 2.21 16.94 2 1.71  0.43 6.55 0.00 0.00 0.00 6 3.79 1.62 8.61
(continued)
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Table D-4. Weighted Responses for Section 4: Buildings and Facilities (continued)

Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238)
95% C) 95% Cl 95% ClI 95% ClI
n % Llow High| n % Low High| n % Low High n % m
4,14 [If 41215 1 (lessee)]
For leased facilities, are there wntten
procedures on the storage and use
of cleaning and sanitizing materials?
1. Yes 18 33.35 16.81 55.34| 26 59.94 38.32 78.28 100.00 100.00 100.00f 45 48.41 34.39 62.68
2. No 22 61.02 39.75 78.79] 1 38.34 20.27 60.34 0.00 0.00 0.00f 33 48.13 3418 06237
No answer 4 5.63 2.04 14.62 2 .71 0.43 6.55 0.00 0.00 0.00 6 346 156 7.52
(Skip to question 4 17)
4.15 [If 4.12 15 2 (lesson)]
Does plant management verify and
keep records that the facility owner
is properly maintaining the
buildings, fixtures, and other
physical facilities of the plant? -
1. Yes 5 4844 — —a 0 0.00 — —3 1 100.00 — -—a 6 4567 — —
2. No 9 2639 — —a 4 100.00 — —2 0 0.00 — —a 13 3257 — —a
Don’t know 0 0.00 — —2 0 000 — —2 0 0.00 — —3 0 0.00 — —3
No answer 3 2517 — —a 0 000 — —2 0 0.00 — —2 3 2176 — -2
416 (If 4.1215 2 (lesso- 1]
Does plant management verify and
keep records that the cleaning and
sanitizing materials used by the
facility owner are being properly
stored and used?
1. Yes 6 5131 — —a 0 0.00 — —2 1 100.00 — —a 48.15 — —a
2. No 8 23.52 — —2 4 100.00 — -3 0 0.00 — —a 12 30.09 — —a
Don't know 0 0.00 — —a 0 0.00 — —2 0 0.00 — —a 0.00 — —a
No answer 3 2517 — —2 0 000 — 0 000 — —a 21,76 — —a
{continued)
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Table D-4. Weighted Responses for Section 4: Buildings and Facilities (continued)

Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238)
95% ClI 95% Cl 95% ClI 95% Cl!
n % Low High| n Yo Low High| n % Low High | n %  Low High
4.17 For leased facilities, who is
primarily responsible for pest
controf?
1. Plant management (lessee) 43 63.42 43.62 79.53| 38 88.14 65.12 96.73{ 1 53.82 6.58 9507 82 74.02 60.19 84.29
2. Facility owner (lessor) (Skip to 17 29.77 15.47 49.56] 5 11.86 3.27 34.88{ 1 46.18 493 9342; 23 22.25 12.77 35.87
question 4.19)
Not applicable 1 0.88 0.12 6.25] O 0.00 0.00 0.00 0.00 0.00 0.00} 1 0.48 0.07 3.45
No answer 1 593 0.78 33.54 0.00 0.00 0.00 0.00 0.00 0.00] 1 3.26  0.43 20.75
4.18 [If 4,17 is 1 (lessee)]
For leased facilities, are there written
procedures on pest control?
- 1. Yes 14 3243 1572 55.26] 31 89.35 76.29 95.63] 1 100.00 100.00 100.00( 46 "62.69 47.96 75.40
2. No 26 63.70 41.49 81.28] 6 9.72 3.75 22.95| 0 0.00 0.00 0.00[ 32 3501 2252 49.95
No answer 3 3.87 1.16 12.12 1 093 0.12 6.66f 0O 0.00 0.00 0.00] 4 230 0.84 6.13
{Skip to question 4.20)
4.19 [if4.17 is 2 (lessor)]
Does plant management verify and
keep records that the facility owner
is taking proper pest control
measures?
1. Yes 4 42,29 — —a 1 691 — —a 1 100.00 — —a 6 3600 — —2
2. No 9 4418 — —a 4 93.09 — —3 0 0.00 — —a 13 5405 — —a
Don't know 1 296 — —A 0 0.00 — -2 0 0.00 — —4a 1 218 — —a
No answer 3 10.57 — —4 0 0.00 — —a 0 000 — —a 3777 — —4
(continued)
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Table D-4. Weighted Responses for Section 4: Buildings and Facilities (continued)

Very Small (n = 110)

Small (n =114)

large (n = 14)

Overall (n = 238)

95% Cl | 95% Cl 95% ClI 95% Ci
n % Low High| n % Low High| n % Low High | n %  Low High

4.20 Does plant management verify and
keep records that procedures for
buildings and facilities maintenance
are being followed?

1. Yes 24 40.26 2433 5855( 30 61.62 42.38 77.81| 2  100.00 100.00 100.00f 56 50.50 39.61 61.35

2. No (Skip to Section 5) 34 46.08 28.93 64.21 12 30.89 1554 52.07| O 0.00 0.00 0.00f 46 38.74 27.06 51.88
Not applicable 1 0.88 0.12 0 0.00 0.00 0.00] 0 0.00 0.00 0.00f 1 0.48 0.07 3.45
Don’t know 1 092 0.12 0.00 0.00 0.007 O 0.00 0.00 0.00 1 0.51 0.07 3.61
No answer 2 11.85 3.04 36.55 1 7.49 1.04 38.42 0 0.00 0.00 0.00 3 9.77 341 2494

4.21 [If 4.20 is Yes]

Are records made of any corrective

actions taken if procedures are not

followed?

1. Yes, for some procedures 12 68.41 50.03 82.41] 15 37.83 21.07 58.11 2 100.00 100.00 100.00] 29 53.19 38.23 67.59

2. Yes, for all procedures 17.89 7.30 37.60 2137 742 4797} O 0.00 0.00 0.00{ 12 19.17 9.29 3546

3. No 4 9.10 3.28 22.79} 7 31.41 1393 56.44] O 0.00 0.00 0.00f 11 20.65 10.15 37.47
No answer 2 460 1.07 17.72] 2 9.39 225 31.82 O© 0.00 0.00 0.00f 4 7.00 2.35 19.05

BN

aConfidence interval could not be estimated because there was only one observation (respondent) in a stratum for that question.
bif 50% or more of the plant's facilities are owned, the respondent completed questions 4.2 through 4.7. If 50% or more of the plant’s facilities are leased, the
respondent completed questions 4.8 through 4.21.
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Table D-5. Weighted Responses for Section 5: Equipment

Very Small (n = 110)

Small (n = 114)

Large (n = 14)

Overall (n = 238)

95% CI 95% CI 95% Cl 95% CI
n % tow Highj n % low Highj n % low High | n %  Low High
50 Is equipment at this plant or site
used to process raw matenals, in-
process materials, or finished
products?
1. Yes 92 84.06 71.38 91.77| 110 97.61 92.85 99.23} 13 95.51 73.53 99.39| 215 91.62 8553 95.28
2. No (Skip to Section 6) 18 15.94 8.23 28.62 4 239 077 7.5 1 449 0.61 2647 23 838 472 14.47
5.1 Are there written procedures on the
cleaning, sanitizing, and
maintaining of equipment and
utensils?
1. Yes 57 60.50 45.22 73.98] 95 81.04 68.32 89.44] 13 100.00 100.00 100.00] 165 73.89 64.92 81.23
2. No (Skip to question 5.4) 35 39.50 26.02 54.78] 15 18.96 10.56 31.68/ "0 0.00 0.00 0.00 50 26.11 18.77 35.08
5.2 [if 5.1 is Yes]
Does plant management verify and
keep records that these procedures
are being followed? .
1. Yes 45 73.52 52.51 87.45| 83 87.71 75.57 94.28| 12 93.15 63.79 99.06] 140 83.48 73.77 90.08
2. No (Skip to question 5.4) 1" 2493 11.38 46.19] 10 1130 4.97 23.69 1 6.85 0.94 36.21 22 1542 899 25.17
No answer 1 1.55 0.21 10.63 2 0.99 0.24 4.06{f O 0.00 0.00 0.00 3 110 033 3.59
5.3 [If 5.2 is Yes]
Are records made of any corrective
actions taken if procedures are not
followed?
1. Yes, forsomeprocedures 20 40.12 2432 58.29 32 34.40 22.60 48.52 4 30.77 1130 60.78 56 35.75 26.13 46.68
2. Yes, for all procedures 16 39.10 20.86 60.99] 37 48.75 34.97 62.72 60.67 31.85 83.58 60 46.96 36.19 58.02
3. No 7 10.06 4.62 20.55 13 16.22 8.60 28.48 1 8.57 1.14 43.22 21 13.82 837 21.96
No answer 2 10.71 1.86 43.15 1 0.63 0.09 446/ 0 0.00 0.00 0.00 3 348 0.71 1532
. (continued)
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Table D-5. Weighted Responses for Section 5: Equipment (continued)

Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238)
95% CI 95% Cl 95% Ci 95% CI
n % Llow High| n % low High| n Low High| n %  Low High
5.4 Does this plant validate that
equipment, instruments, and
controls are installed correctly?
1. Yes 63 67.71 52.41 79.96| 70  56.25 4436 67.47| 11 85.17 55.40 96.37| 144 6240 53.62 70.44
2 No 25  26.29 15.30 41.34] 37 40.24 29.29 52.26 i 36.16 63 32.85 25.07 41.71
No answer 4 6.00 1.45 21.69f 3 3.50 1.13 1036 1 40.85 8 474 1.99 10.90
55 Does this plant validate that
equipment, instruments, and
controls are used correctly?
1 Yes 68 67.42 51.84 79.90] 80 66.19 53.65 76.80] 11 96.37| 159 67.72 5901 515
2. No 22 27.82 16.14 43.56] 28 31.48 21.15 44.03 1 36.16 51 2867 21.25 3745
No answer . 2 4.76  0.83 23.09] 2 2,34 0.58 8.96 1 40.85 5 361 1.23 10.1
5.6 Does this plant validate the o ’
equipment used in quality control? -
Quality control equipment includes
automatic, mechanical, electronic,
and computer equipment, including
hardware and software.
1. Yes 55 62.98 47.92 75.88| 82 67.11 54.22 77.86| 10 92.67| 147 66.02 56.77 74.18
2. No 28  24.22 14.66 37.29{ 25 30.10 19.67 43.09) 2 44.60 55 26.92 19.49 35.92
No answer 9 12,80 5.09 28.65| 3 279 0.83 898 1 40.85| 13 7.06 3.39 14.15
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Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations

Very Small (n = 110) Small (n = 114) . Large (n = 14) Overall (n = 238)
95% Cli 95% ClI 95% ClI 95% Cl
n % Low High| n % Low High| n % Low High [ n %  Low High
6.1 Is there a unit or person responsible
for quality control?
1. Yes 85 74.45 60.20 84.87| 108 92.39 79.86 97.38| 12 91.00 69.49 97.82| 205 84.52 76.64 90.08
2. No (Skip to guestion 6.4) 111212 524 2559 4 6.85 2.11 20.04] 1 451 061 2658 16 9.02 471 16.59
Not applicable (Skip to 10 8.53 3.44 19.61 0 000 000 000 O 0.00 000 000f 10 370 150 8.87
question 6.4)
No answer 4 491 1.15 18.66 2 0.76 0.18 3.09] 1 449  0.61 26.47 7 276 0.87 840
6.2 [If 6.1 s Yes]
Are there written procedures on the
responsibilities and procedures
required of the quality control
unit/person? .
1. Yes 48 6453 49.77 76.96[ 91 86.03 75.54 92.47( 12 100.00 100.00 100.00| 151 78.59 70.70 84.81
2. No 29 29.04 17.62 43.92 14 11.15 547 21.40] 0 0.00 0.00 0.00] 43 17.37 11.65 25.08
No answer 8 6.44 3.10 12.87 3 2.82 081 9371 0 0.00 0.00 0.00 11 4.04 211 7.62
(continued)
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Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued}

Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238)
95% Cli 95% ClI 95% Ci 95% Cl

n % Low High!{ n % low High| n % low High | n %  Low High

6.3* [If 6.1 is Yes]
For which of the following does the
quality control unit/person have
responsibility and authority?

1. Approval/reject:on of cleaning 65 77.50 62.87 87.51 73 6490 5246 75.60( 10 83.25 51.43 95.89{ 148 70.76 61.79 78.36
and maintenance procedures
2. Approval/rejection of 68 83.20 69.82 91.39] 95 89.28 81.33 94.09} 12 100.00 100.00 100.00] 175 87.56 81.10 92.03

procedures, specifications,
controls, tests, and examinations
for purity, quahty, and

composition

3. Approval/rejection of raw 70 76.70 59.75 8795 96 84.69 72.64 92.02| 11 91.63 57.70 98.87| 177 82.02 7299 88.51

materials

4. Approval/reject on of packaging 70 77.25 60.44 88.29] 84 71,57 5890 81.56| 11 91.63 5770 98.87| 165 74.88 65.58 8234
materials

5. Approval/rejection of fabeling 70 80.35 64.30 90.27| 83 74.32 6243 8344 9 7488 44.00 91.87| 162 76.66 67.86 8363

6. Approval/rejection of finished 67 83.51 72.48 90.69] 95 85.94 74.87 92.62) 12 100.00 100.00 100.00| 174 85.81 78.62 9086
dietary product-

7. Other 4 321 1.15 8.64 4 275 092 7977 2 16.75 411 48.57( 10 3.72 1.92 7.0
No answer 4 318 1.14  8.60 5 529 210 1267 O 0.00 000 0.00 9 418 205 834

(continued)
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Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Very Small (n = 110)

Small (n =114)

Large (n = 14)

Overall (n = 238)

95% Cli 95% ClI 95% Cli 95% Cl
n %  Low High!| n %  Low High| n % Low High!| n % Low High
6.4 Does this plant require suppliers to
provide a Certificate of Analysis?
1. Yes, from some suppliers 39 29.68 19.28 42.71 29 20.05 12.54 3049 5 32.10 13.20 59.52 73 2486 18.49 32.55
2. Yes, from all suppliers 42 4516 32.17 58.84 76 72.18 60.75 81.31 7 55.79 29.94 78.85| 125 59.58 51.21 67.43
3. No, do not require CofA from 14 1053 493 21.08 3 1.11 035 345] 0 0.00 0.00 0.00 17 514 2.60 9.92
any suppliers (Skip to
question 6.7)
4. Do not receive ingredients (Skip 6 6.40 2.00 18.62 3 476 1.24 16.56] 1 7.62 1.03 3947 10 563 248 1227
to question 6.7)
Don’t know 2 1.06 0.26 423 0 0.00 0.00 0.00f O 0.00 0.00 0.00 2 0.46 0.11 1.84
No answer 7 7.16  2.48 18.96 3 190 0.51 6.88| 1 449 0.61 26.47 11 432 1.89 958
6.5 [If 6.4 15 Yes]
Does this plant verify the reliability
of the suppliers’ Certificate of
Analysis?
1. Yes 46 66.65 51.67 78.88] 85 80.62 68.80 88.70| 10 87.43 60.01 96.99] 141 75.62 67.14 82.48
2. No (Skip to question 6.7) 33 3233 20.25 47.33] 20 19.38 11.30 31.201 2 12.57  3.01 39.99( 55 2399 17.16 32.48
No answer 2 1.02 026 3.93 0 000 000 000 0 0.00 0.00 0.00 2 039 010 1.52
(continued)
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Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Very Small (n = 110)

Small (n = 114)

Large (n = 14)

Overall (n = 238)

95% Cli 95% Ci 95% Ci 95% Ci
n %  Low High| n %, Llow High| n % low High| n %  Low High
6.6* [If 6.5 15 Yes]
How 1s reliability ot the suppliers’
Certificate of Analysis verified?
1 Conduct on-site review of 20 57.74 38.59 74.81f 33 29.92 20.82 40.94f 9 90.08 52.32 98.69] 62 43.16 3261 54.37
suppliers’ operations
2. Perform tests in-house to confirm 12 20,92 9.33 40.50] 57 68.63 54.57 79.93} 10 100.00 100 00 100.00 79 54.42 4360 64.83
results
3. Use off-site laboratory to confirm 32 7419 53.37 87.84] 63 6850 53.79 80.25 4 3591 13.14 67.47F 99 6837 5729 7770
results
4. Require suppliers to conduct 17 50.37 30.64 69.98{ 33 4245 29.60 5640 4 3591 13.14 67.47/ 54 4472 3442 5550
tests as part of sipply
specifications .
5. Standard reference materials 16 30.43 1572 50.64] 35 39.73 27.17 53.80| -3 2599 795 58.80] 54 35.70 25.88 46.90
6 Other 3 8.13 196 28.12 2 3.72  0.65 18.59 1 9.92 1.31 47.68 6 5.60 2.25 13.27
No answer 2 2.08 0517 8.08 1 1.53 0.21 1039} 0O 0.00 0.00 0.00 3 1.62 045 5.63
6.7* Does this plant conduct tests on
any raw materialst
1. Yes, in-house 45 3156 21.50 43.70f 78 70.16 58.24 79.85] 10 73.32  44.42 90.43) 133 53.55 45.26 61606
2 Yes, off-site 48 4532 3251 58.78] 68 59.33 47.23 70.40 4 2940 11.26 57.76] 120 51.67 43.08 60.17
3. No (Skip to question 6.14) 23 21.47 12.13 3513 11 9.53 4.41 1940 2 15.66 3.50 48.70 36 15.04 9.73 22.52
Not applicable Skip to 7 6.89 232 1874 0 0.00. 000 0.00] O 0.00 0.00 0.00 7 299 1.01 855
question 6.14)
No answer 5 572 1.59 1855 4 239 077 7351 1 449  0.61 2647 10 394 162 9.8
{continued)
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Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations {continued)

Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238)
95% ClI 95% CI 95% Cl 95% Ci
n % low High| n % Low High! n % Low High | n %  Low High
6.8 {If 6.7 is Yes]
What percentage of raw materials
are sampled and tested? (Provide
average for all raw materials.)
% of lots (mean response) 71 58.49 44387 72.11 96 70.64 59.91 8137 11 93.20 83.87 102.54| 178 67.48 59.43 75.53
6.9* [If 6.7 is Yes]
Which of the foliowing testing
techniques are used to confirm
identity of ingredients for raw
materials?
1. Physical 61 76.08 57.62 88.16] 85 88.94 79.76 94.25] 10 90.46 5391 98.71f 156 84.30 75.52 90.34
2. Chemical . 35 59.40 44.41 7282y 76 8251 72.88 89.22] 11 100.00 100.00 100.00{ 122 74.96 67.54 81.17
3. Microbiological 30 53.88 39.01 68.09] 53 57.49 44.55 69.48 7 61.83 31.65 85.00] 90 56.40 47.06 65.30
4. Visual (macroscopic or 54 62.88 45.49 77.48| 73 78.26 68.68 85.53 7 61.83 31.65 85.00f 134 71.73 62.41 79.50
microscopic)
5. Organoleptic 34 3366 21.70 48.16 59 61.11 48.15 72.67 46.36 20.44 7441 98 50.24 40.72 59.74
6. No tests are conducted to 1 529 072 29.93 1 0.52 0.07 371 0 0.00 0.00 0.00 2 224 039 11.85
confirm identity of ingredients
7. Other 5 8.71 2.43 2673 8 449 204 9.60{ O G.00 0.00 0.00f 13 580 262 1233
No answer 0 0.00 0.00 0.00 1 037 005 2.62 0 0.00 0.00 0.00 1 021 003 1.52
{continued)
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Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238)
95% ClI 95% ClI 95% CI 95% Ci

—_—_—— e

n % _ Llow High n % low High! n %  low High| n %  Low High

6.10* If 6.7 is Yes]
Which of the following testing
techniques are used for detecting
contamination of raw materials?

1. Physical 50 65.48 48.49 79.26] 68 6838 56.04 78.58 7 61.83 31.65 85.00( 125 66.96 57.52 75.22

2. Chemucal 31 5424 3931 68.44} 51 49.84 3735 6236 9 80.91 47.11 95.28[ 91 53.13 43.81 62.23

3. Microbiologica: 44  67.04 51.71 79.44f 77 7426 60.62 84.39 7 61.83 31.65 85.00[ 128 70.94 61.34 7898

4. Visual (macroscopic or 53 6335 4594 77.86} 76 B81.50 72.34 88.13 b 52.28 24.62 78.61] 135 73.27 64.00 80.86
mICroscopic)

32 31.64 20.08 46.02] 45 49.68 37.11 62.29 3 27.28 8.85 59.16 80 41.85 32.67 51.64
1.29 46.09 3 2.77  0.64 11.23

w

Organoleptic
6. No tests are conducted to detect 1 5.29 0.72 29.93 1 0.55 0.08 3.87 1 9.54

contamination
7. Other 2 1.61 0.39 6.42

No answer ¢ 0.00 0.00 0.00

1.80 0.82 394
096 0.19 465

[ep]

0.00 0.00 0.00
0.00 0.0 0.00

o

210 0.79 5.43
1.66 033 7.92

S

N
=]
8]

6.11 [If 6.7 is Yes)
Does this plant conduct chemical
tests to determine potency of raw

materials?
1 Yes 28 38.38 24.01 55‘5.11 71 75.86 6393 84.78] 10 91 81 58.94 98.871 109 62.96 5358 71406
2. No 45 55,54 39.45 70.55 26 22.48 13.84 34.35 1 8.19 1.13 41.06 72 33.85 25.87 42.87
No answer 2 6.08 1.06 28.17 2 1.66 0.33 7.92 0 0.00 0.00 0.00 4 3.19  0.85 11.27
{continued)
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Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

‘

Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238)
95% ClI 95% ClI 95% Cl 95% Cl
n %  Llow High{ n % Llow High| n %  Low High] n %  Low High
6.12 [If 6.7 15 Yes]

For the most recent fiscal year,
approximately what percentage of
raw materials was rejected because
of the wrong identity,
contamination, or potency?

% of lots (mean response) 74 2.58 1.02 4.15] 95 3.84 237 5.32] 11 1.78 0.75 2.80[ 180 3.26 2.24 4.29

6.13 [I1f6.12 >0}

What was the reason(s) for the
rejection? (mean response in %)
1. Microbial contamination 41 28.85 13.26 44.43) 72 35.41 24.69 46.12 8 7.87 0.59 15.16] 121 31.86 23.51 40.20
2. Pesticide, herbicide, fungicide 41 2.77 0.02 5.52} 72 1.04 0.00b 2.29 8 3.28 0.00° 7371 121 1.66 0.53 2.80

contamination
3. Other chemical contamination 41 0.66 0.00° 1.57| 72 3.75 0.37 7.13 8 25.86 0.00P 52.66] 121 425 1.32 7.18
4. Wrong ingredient 41 23.56 10.28 36.82 72 14.68 8.05 21.31 8 2.10 0.00b 4.62| 121 16.40 10.55 22.25
5 Subpotency 41 27.47 18.94 36.00] 72 2195 11.45 32.45 8 29.66 9.05 50.26] 121 23.98 16.54 31.43
6. Superpotency 41 2.01 0.00b 530| 72 1.37 0.00b 2.91 8 2.62 0.04 5211 121 1.63 0.26 2.99
7. Aflatoxin or other toxin 41 0.34 0.00° 1.02| 72 1.23 0.00® 2.85| 8 0.00 0.00  0.00| 121 090 0.00°® 1.98
8. Other 41 14.35 434 24.35) 72 20.57 12.49 28.66 8 28.61 O.OOb 58.221 i2i 19.32 13.06 25.58

(continued)
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Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Very Small (n = 110) Small (n = 114) ' Large (n = 14) Overall (n = 238)
95% Ct 95% ClI 95% ClI 95% Cl

— —
n %  low High n % Low High n %  Low High n % Low High

6 14 Does this plant conduct tests on
any in-process materials and/or
finished products?

1. Yes 61 55.81 42.08 68.71] 91 79.94 68.05 88.17] 10 73.32 44.42 90.43[ 162 69.11 60.65 76.45

4534] 21 19.30 11.16 31.28 2 1566 350 48.70] 60 24.49 17.72 32.81

2. No (Skip to question 6.21) 37 31.69 20.60
Not applicable (Skip to 8 7.14 2.51 18.65 0 0.00 0.00 0.00 1 6.54 090 3491 9 3.45 132 870
question 6.21)
No answer 4 536 1.38 18.67 2 0.76 0.18 3.09 1 449 0.61 26.47 7 296 099 853

6.15 [If 6.14 is Yes]
What percentage of in-process
materials and/or finished products _ ..

are sampled and tested? - ) )
48.76 31.01 66.51| 89 5820 47.44 68.97f 10 91.68 7598 107.39] 159 56.76 47.49 66.02

In-process materiais- % of batches 60
(mean response)
Finished products' % of batches 60 50.19 32.60 67.791 89 72.32 62.79 81.86 10 89.61 69.97 109.24] 159 65.46 56.54 74.37

(mean response)

(continued)
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Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Very Small (n = 110) Small (n=114) Large (n = 14) Overall (n = 238)
95% Cl 95% Cl 95% Ci 95% CI
n % Low High| n % low High| n % low High | n %  Low High
6.16* [If6.14 is Yes]
Which of the following testing
techniques are used to confirm
identity of ingredients for in-process
materials and/or firushed products?
1. Physical 48 8346 69.34 91.85] 61 71.56 60.05 80.81 79.21 43,95 94.88} 117 76.16 68.43 82.49
2. Chemical 21 4550 28.81 63.27| 66 7447 62.04 83.89| 10 100.00 100.00 100.00; 97 65.73 56.01 74.29
3. Microbiologicai 19  36.01 2040 55.27| 35 40.16 28.04 53.62 58.42 27.81 83.67f 60 39.72 30.13 50.17
4. Visual (macroscopic or 38 53.17 3555 70.04| 62 71.16 60.18 80.12| 6 58.42 27.81 83.67) 106 64.14 53.86 73.27
microscopic) .
5. Organoleptic 25 30.61 18.01 46.99| 47 57.50 4499 69.12 4 41.58 16.33 72.19 76 47.18 37.13 57.47
6. No tests are conducted to 1 093 013 6.52 3 156 050 4731 0 0.00 - 6.00 000 4 1.25 0.47 3.28
confirm identity of ingredients
7. Other 7 12,63 4.28 31.87 4 3.19 107 9.13 1 10.39 1.39 48.80 12 6.90 3.17 14.39
No answer 1 093 0.3 652 3 3.40 1.00 10891 0O 0.00 0.00 0.00 4 235 0.80 6.68
(continued)
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Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations {continued)

Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238)
95% Ct 95% Cl 95% Cl 95% CI

n % Low High| n % Llow High| n "% Low High | n %  Low High

6.17* [If 6.14 is Yes]
Which of the following testing
techniques are used for detecting
contamination of in-process
materials and/or finished products?
1. Physical 40 68.61 50.80 82.23] 47 49.93 37.09 62.78

. Chemcal 21 44.06 27.51 62.05| 40 3813 26.57 51.20
33 62.17 4541 76.46] 66 7507 62.71 84.36
37 57.42 38.89 74.08f 55 64.97 52.42 7575

68.82 35.66 89.78} 94 57.54 47.48 67.00
79.21  43.95 94.88] 69 4250 32.89 52.71
68.82 35.66 89.78{ 106 70.20 60.83 78.13
58.42 27.81 83.671 98 61.96 51.72

o N N
~
=
[
W

2

3. Microbiological

4. Visual (macroscopic or
microscopic)

Organoleptic 24 29.20 16.89 45.56] 36 47.27 35.10 59.79 2 20.79 5.12 56.05 62 39.46 29.89 49.91

5 464 1.76 11.69 1 10.39 1.39 48.80 7 366 1.64 797

w

6. No tests are conducted to detect 1 093 0.13 6.52
contamination
7 Other 4 4.00 1.39 10.97

0.46 7.56

436 212 875
269 1.01 692

O

401 137 11.18 1 10.39 1.39 48.80
340 1.00 10.89 O 0.00 0.00 0.00

H

W
i

No answer 2 1.90

6.18 [If 6.14 is Yes]
Does this plant conduct chemical
tests to determine potency of in-
process materials and/or finished

products?
1. Yes 25 49.56 32.38 66.85 70 82.44 73.10 89.03| 10 100.00 100.00 100.00[ 105 71.88 62.85 79.44
2. No 35  49.51 32.33 66.80 18 14,16 8.50 22.64 0 0.00 0.00 0.00 53 25.77 18.52 34.65
No answer 1 0.93 0.3 6.52 3 3.40  1.00 10.89 0 0.00 0.00 0.00 4 235 080 6.68
(continued)
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Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238)
95% CI 95% Cl 95% Cl 95% Cl
n % low High| n % Low High| n % Low High| n %  Low High
6.19 [If6.14 is Yes]
For the most recent fiscal year,
approximately what percentage of
in-process materials and/or finished
products was rejected because of
the wrong identity, contamination,
or potency?
In-process materials: % of 44 2.07¢ 0.00b 490 71 1.88 0.63 3.14f 10 2.82 0.79 4.84| 125 2.01 0.82 3.20
batches (mean response)
Finishedproducts: % of batches 49 2.23¢ O.OOb 4.94} 80 485 1.14 8.56 9 3.72 1.35 6.10] 138 3.95 1.48 6.42
(mean response)
6.20 [If6.19 > 0]
What was the reason(s) for the
rejection?
In-Process Materials (mean
responses in %)
1. Microbial contamination 20 11.85 0.00 2573 37 28.65 9.87 47.42 7 580 044 11.16] 64 2155 925 33.86
2. Pesticide, herbicide, fungicide 20 0.00 0.00 0.00{ 37 0.08 0.00b 0.5 7 0.00 0.00 0.00| 64 0.05 0.00° 0.15
contamination
3. Other chemical contamination 20 396 0.00° 11.88] 37 522 o0.00b 11.48] 7 9.16 000 2346 64 533 082 9.85
4. Wrongmgredient 20 18.13 0.80 3547 37 11.84 1.53 22.15 7 0.91 O.OOb 2.32 64 12.29 346 21.11
5. Subpotency 20 15.69 O.OOb 31.48| 37 14.60 6.23 2296 7 61.48 32.07 90.88 64 20.21 12.06 28.35
6. Superpotency 20 0.00 0.00 0.00f 37 431 0.67 7.95 7 1.51 0.00b 3.77 64 2.84 0.68 4.99
7 Formulation with missing 20 6.64 0.00b 15.58f 37 10.16 2.68 17.63 7 6.19 O.OOb 17.62 64 8.77 3.71 13.82
ingredient
8. Aflatoxin or other toxin 20 1.80 O.OOb 5.50| 37 0.00 0.00 0.00 7 0.00 0.00 0.00 04 0.48 0.00° 1.45
9. Other 20 4192 9.87 73.98| 37 25.15 12.00 38.30 7 1495 O.OOb 40.10 64 28.49 17.44 39.54
(continued)

oy e,

A7ZIC W nnenooen fa ovngant a1 S



ce-a

Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Very Small (n = 110)

Small (n = 114)

Large (n = 14)

Overall (n = 238)

95% Cl

% Low High

95% Cl

% Low High

95% Cli

% Low High

%

95% Cl

Low High

6.20 (continued)

Finished Products imean responses

in %)
1. Microbial contarmination 22 2632 8.63 4401 48 1668 533 28.02| 8 409 0.00° 831| 78 17.83 9.26 2639
2. Pesticide, herbicide, fungicide 22 0.71 0.00P 2.17| 48 0.00 0.00 0.00] 8 1.97 0.00° 569 78 0.35 0.00b 0.85
contamination
3. Other chemical contamination 22 1.42 000° 3421 48 247 000 624 8 1586 0.00P 3421 78 3.46 031 660
4. Wrong ingredic nt 22 9.53 0.00b 2021} 48 1511 469 25.54| 8 1.97 0.00° 569 78 1256 537 19.75
5. Subpotency 22 17.41 3.88 30.95| 48 2334 11.76 3491 8  39.76 1037 69.15| 78  23.43 1351 3336
6 Superpotency 22 0.00 000 000{ 48 543 057 10.30( 8 1.44 0.00°> 417 78 3.76 052 700
7 Formulation with missing 22 0.87 0.00b 2.60] 48 3.08 049 567 8 1.31 0.000 379 78 239 0.48 430
ingredient
8. Aflatoxin or other toxin 22 000 000 000/ 48 000 000 0.00| 8 0.00 0.00 0.00| 78 0.00 000  0.00
9. Other 22 43.73 20.63 66.83] 48  33.89 20.13 47.65| 8 3359 5.43 61.75| 78  36.22 24.97 47.48

(continued)
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Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Very Small (n = 110)

Small (n = 114)

Large (n = 14)

Overall (n = 238)

95% ClI 95% Cl 95% CI 95% ClI
n % Llow High| n % Low High| n % Llow High| n %  Low High
6.21* Which of the following testing
methods are generally used for
testing of raw materials, in-process
materials, or finished products? ,
1. Association of Analytical 28 25.25 15.29 38.74f 67 58.80 46.73 69.90 3 2178 7.03 50.64] 98 42.28 34.07 50.94
Chemists (AOAC)
2. U.S. Pharmacopeia (USP) 27 33.61 21.61 48.19] 76 72.07 61.19 80.86 10 7332 44.42 90.43] 113 5543 47.34 63.24
3. Food Chemical CODEX (FCC) 11 1259 5.83 25.12] 43 45.60 34.47 57.19 49.37 24.71 74.35 61 31.46 2394 40.09
4. Amenican Chemical Soctety 6 402 1.66 9.4 22 20.79 12.66 32.21 0 0.00 0.00 0.00 28 1241 790 18.98
(ACS)
5. In-house methods 49 40.33 28.34 53.60f 63 57.37 4538 68.56 8 58.08 31.45 80.71 120 50.01 41.52 58.49
6. Other 27 20.12 12,13 31.48] 24 1892 11.40 29.74 1 7.62 103 39.47 52 18.85 1335 25.93
7. No testing conducted 16 1472 7.26 27.56 10 8.12 3.44 1797 2 1566 3.50 48.70 28 11.38 6.83 18.36
(Skip to question 6 24) :
Don’t know 0.00 0.00 0.00 1 2.44 034 1537 0 000 000 0.00 1 1.25 0.17 8.41
No answer 7.73  2.86 19.22 2 0.76 0.18 3.09 449 0.61 26.47 11 398 1.70 9.08
6.22 {If6.2is 1-6]
Does your testing policy specify the
use of standard reference materials?
1. Yes 47 48.90 3459 63.39| 78 7245 59.72 82.35 11 9468 69.66 99.28] 136 63.72 54.43 72.08
2. No (Skip to question 6.24) 34 36.64 23.83 51.67f i8 18.01 10.24 29.74 0] 0.00 000 0.00 52 2490 17.69 33.85
Don’t know 2 1.28 031 5.09 0 0.00 0.00 0.00 0 0.00 0.00 0.00 2 0.53 0.13 2.14
No answer 11 13.18 5.71 27.56 8 9.53 , 4.07 20.76 1 532 0.72 3034 20 10.85 6.07 18.64
{continued)
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Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238)
95% CI 95% Ci 95% Ci 95% CI
n %  Low High| n % Low High!| n %  low High| n %  Low High
6.23* [1f6.22 is Yes)
What is the source of the standard
reference materials?
1. Compendial reference standard 18 5140 32.06 70.32 61 86.26 77.44 91.99 10 90.46 53.65 98.73 89 75.39 66.56 82.50
2. In-house primary reference 23 39.05 22.30 58.85| 40 53.61 39.85 66.84] 10 90.46 53.65 98.73| 73 51.67 40.53 62.66
materials
3. In-house Workmgreference 22  30.80 18.86 46.02 39 5068 36.40 64.84] 10 90.46 53.65 98.73 71  47.25 36,57 58.19
materials
4. Other 5 7.69 3.09 17.87 7 719  3.13 15.67 0.00 0.00 0.00 12 6.82 370 1227
No answer 2 9.60 1.65 40.14 2 2.41  0.52 1048 0.00 0.00 0.00 4 4,54 123 15136
6.24 Does your plant hold
representative reserve samples of
each batch manufactured?
1. Yes 73 64.98 50.98 76.80 96 83.67 72.25 90.97 10 72.24 4295 89.99( 179 74.95 66.64 81.75
2. No {Skip to que tion 6.26) 24 21.73 12.39 35.28 12 12.32 5.90 23.96 15.66 3.50 48.70 38 16.58 10.90 2442
Not applicable 'Skip to question 8 7.41  2.67 18.95 0 0.00 0.00 0.00 0 0.00 0.00 0.00 8 322 1.6 861
6.26)
No answer 5 5.88 1.68 18.58 &6 4.01 1.62 9.59 2 12.1 2.81 39.67 13 5.25 2.53 10.55
{continued)
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Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Very Small (n = 110) Small (n=114) Large (n = 14) Overall (n = 238)
95% CI 95% ClI 95% ClI 95% ClI
n %  Low High| n % tow High| n % tow High n %  Low High
6.25 [if 6.24 is Yes] )

How long do you hold

representative reserve samples? .

1. year(s) after expiration date 21 26.18 14.54 4250 39 46.09 33.67 59.02] 5 52.75 2396 79.82 65 38.93 29.68 49.05

2. year(s) from date of 39 5878 42.20 73.59| 44 40.63 2935 53.00{ 4 38.20 14.42 69.40] 87 4734 37.72 57.17
manufacture

3. Other 11 13.44 5.58 28.98 10 7.81 3.88 15101 O 000 0.00 0.00 21 9.53 5.41 16.27
Don’t know 0 0.00 0.00 0.00 0 0.00 0.00 0.00f 1 9.05 1.24 44.01 1 0.46 0.06 3.26
No answer 2 1.60 039 6.27 3 547 136 1949 0O 0.00 0.00 0.00 5 3.73  1.13 11.67
Mean years after expiration date 21 279 1.58 4.007 39 191 144 238 5 1.00 1.00 1.00f 65 207 1.56 2.58
Mean years from date of 39 452 3.87 5.17| 44 411 347 475 4 472 272 673 87 433 385 4.8
manufacture :

6.26 Are there written procedures for

laboratory operations?

1. Yes 39 30.17 20.15 42.51 74 6449 52.21 7511 9 6570 37.75 85.82 122 49.64 41.72 57.57

2. No (Skip to question 6.31) 20 10.51  6.77 15.95 10 1469 7.26 27.45| 1 4.51 0.61 26.58 31 1234 764 1931

3. Do not have laboratory 46 53.45 40.63 65.83] 25 18.00 10.82 28.44} 1 11.15  1.56 49.74 72 33.04 25.45 4163
operations (Skip to Section 7) .
Don’t know 0 0.00 0.00 0.00 0 0.00 0.00 0.00] 1 6.54 0.90 34.91 1 034 0.05 2.44
No answer 5 588 1.68 1858 5 283 1.04 7.48] 2 1211 2.81 3967 12 464 212 9.86

(continued)
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Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238)
95% Cl 95% ClI 95% CI 95% CI
n %  Low High n %  Low High % low High | n % Low High
6.27 (If 6.26 15 Yes]
Does plant management verify and
keep records that these procedures
are being followed? , '
1 Yes 32 8591 71.54 9367 68 9044 79.85 95.76 100.00 100.00 100.00{f 109 89.91 82.59 94.36
2. No (Skip to question 6.29) 14.09 6.33 28.46 4 6.02 2.15 15.76 0.00 0.00 0.00 11 773 4.06 14.24
No answer 0 0.00 0.00 0.00 3.54 0.87 13.29 0.00 0.00 0.00 2 236 058 9.04
628 {If6.27 is Yes]
Are records made of any corrective
actions taken if procedures are not
followed?
1. Yes, for some procedures 14  47.63 24.89 7139} 32 42.81 28.87 57.99 23.20 5.67 60.31 48 42.51 31.00 54.89
2. Yes, for all procedures 14  44.17 22.11 68.80f 30 48.64 34.11 63.41 76.80 39.69 9433 51 49.69 37.74 61.67
3. No 4 8.20 2.85 2137 6 8.55 3.60 1897 0.00 0.00 0.00] 10 7.80 3.94 14.84

(continued)
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Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations {continued)

Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238)
95% ClI 95% Cl 95% ClI 95% Cl
n % Low High| n %  Low High % Low High | n %  Low High
6.29* [If 6.26 15 Yes]
Do your written procedures for
laboratory operations include any of
the following?
1. Sample selection, method 31  86.53 73.78 93.62| 68 88.72 72.96 95.82 100.00 100.00 100.00[ 108 88.93 78.66 94.59
description, validation of
methodology and results,
acceptance/rejection criteria,
and use of test results
2. Methods for determining 25 72,53 55.45 84.85| 58 78.80 64.20 88.51 100.00 100.00 100.00{ 92 78.62 68.26 86.28
ingredient identity and for
detecting adulteration
3. Tests to assess the stability 19 56,90 38.14 73.88)] 43 58.58 43.64 72.09 100.00 100.00 100.00 71 61.01 49.32 71.56
characteristics of products in
determining appropriate storage X
conditions and expiration dating -
{include testing conducted at
corporate headquarters)
4. Procedures for handling and 24 72.61 56.34 84.48] 53 73.16 58.63 83.98 100.00 100.00 100.00{ 86 74.88 64.37 83.10
filing test records
No answer 2 3.44 0.83 13.23 1 1.77 0.24 11.89 0.00 0.00 0.00 3 209 058 722
(continued)
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Table D-6. Weighted Responses for Section 6: Quality Cohtrol and Laboratory Operations (continued)

Very Smail (n = 110)

o

Smail (n = 114)

iarge (n = 14)

Overail (n = 238)

95% ClI 95% Cl 95% ClI 95% CI
n % Low High n Y Low High n % Low High n % Low High
6.30 [If 6.26 is Yes] )

How long are records for laboratory

operations retained?

1. ___ year(s) after expiration date 9 2858 11.93 54.18] 25 36.69 2375 51.90] 4 46.40 18.30 76.99] 38 35.23 24.90 47.15

2. ___vyear(s) from date of 20 5299 31.53 73.41 31 40.15 27.16 54.68] 5 53.60 23.01 81.70 56 44.47 33.56 55.94
manufacture

3. Other 8 1499 701 29.20f 17 21.39 11.69 3585 O 000 000 0.00f 25 1821 11.04 28.55
No answer 2 3.44 0.83 13.23 1 1.77 0.24 11.89] O 0.00 0.00 0.00 3 209 058 7.22
Mean years after expiration date 9 351 — 2 25 1.80 — —3a 4 3.00 — —a 38 228 — —3
Mean years from date of 20 489 3.79 599 31 4,67 3.61 5731 5 6.08 527 6.89] 56 4.86 4.14 557
manufacture

6.31 {If6.261is 1 or 2]

Does this plant ver.fy and keep

records that laboratory equipment 15

calibrated correctly?

1. Yes 36 69.39 55.82 80.27} 72 76.73 .62.20 86.85 9 9358 6478 9914 117 75.64 65.41 83.60

2. No 20 26.52 16.69 39.40[ 11 21.83 12.03 3631 1 6.42 0.86 35.22 32 2225 1460 32.39
Don't know 1 1.28 017 8.84 0 0.00 ~ 0.00 0.00 0.00 000 0.00 1 036 0.05 2.59
No answer 2 2.81 073 10.25 1 1.44 020 9771 0 0.00  0.00 0.00 3 1.75 0.50 5.86

aConfidence interval could not be estimated because there was only one observation (respondent) in a stratum for that question.

bestimated confidence interval for lower bound was less than zero so we truncated the interval.

¢One respondent in the very small category entered 100% for question 6.19 for both in-process materials and finished products” The means excluding this respanse
are 0.66 for in-process materials and 0.89 for finished products for very small respondents and 1.55 for in-process materials and 3.54 for finished products for all

respondents. This respondent did not answer question 6.20.

dConfidence interval could not be estimated because of matrix conformabulity error.
*Total may sum to greaer than 100% because respondents could select more than one answer.
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Table D-7. Weighted Responses for Section 7: Production and Process Controls

Very Small (n = 110)

Small (n = 114)

Large (n = 14)

Overall (n = 238)

95% Cl 95% Cl 95% ClI 95% ClI
n % Low High| n % Low High| n % tow High | n %  Low High
7.1 Are there written procedures for
receipt of dietary supplement
ingredients?
1. Yes 56 52.68 39.22 65.77{ 86 81.14 71.24 88.19| 10 75.76 48.32 91.26| 152 68.49 60.21 75.75
2. No (Skip to question 7.6) 23 2143 1210 35.08] 13 6.38 3.48 11.40 1 451 0.61 2658 37 1282 8.17 19.55
3. Do not receive dietary 25 19.24 1099 31.50{ 12 1058 5.13 20.56 2 1524 3.77 4523] 39 1459 9.59 21.57
supplement ingredients (Skip to
question 7.6)
No answer 6 6.65 2.14 18.79 3 1.90 0.51 6.88 1 449 0.61 2647 10 410 172 9.43
7.2 if7.1is Yes]
Does plant management verify and
keep records that these procedures
are being followed?
1. Yes 45 77.24 56.71 89.79] 75 86.08 73.69 93.17] 10 100.00 100.00 100.00; 130 83.93 74.03 90.54
2. No (Skip to question 7.4) 11 2276 1021 4329 10 12,52 5.82 24.87 0.00 0.00 0.00f 21 1521 8.77 25.08
No answer 0 0.00 0.00 0.00 1 1.41 019 9.57 0 0.00 0.00 0.00 1 085 0.12 594
7.3 [If 7.2 is Yes]
Are records made of any corrective
actions taken if procedures are not
followed?
1 Yes, for some procedures 24 4329 27.45 60.62] 35 4542 31.72 59.86 2 2477 6.18 62.21 61 43.34 3235 55.03
2. Yes, for all procedures 13 38.98 20.98 60.58] 27 37.65 24.46 52.96 7 65.17 31.51 88.38] 47 39.96 29.14 51.87
3. No 7 9.17 4.18 18.93| 13 1693 9.17 29.15 1 10.06 1.33 48.19] 21 14.07 8.62 22.12
No answer 1 8.57 1.17 42.62 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1T 263 035 17.14
(continued)
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Table D-7. Weighted Responses for Section 7: Production and Process Controls {continued)

Very Small (n = 110)

Small (n =114)

Large (n = 14)

Overall (n = 238)

%

95% Ci

Low

High

Y%

95 %

Low

Cl
High

95% ClI

% Low

High

%o

95% ClI

Low

High

7.4% [If 7.1 is Yes]
Do your written procedures for
receipt of dietary supplement
ingredients include any of the
following?

1. Written acceptance criteria for
dietary supplement ingredients
developed by = competent
individual

2. Certificate of Analysis
specifications

3. Representative sample and
authenticated plant reference
held in an env.ronmentally
appropriate repository for each
receiving and production
lot/batch

4. Records linking the Certificate of
Analysis to the identity of the
unprocessed rew material and to
the finished product

5. Records to trace and venify
compliance with laws on harvest
of wildcrafted notanicals

6. Audit records concerning the
reliability of supplier Certificate
of Analysis

7. Records for source of amimal
derived materiafs or products

37

43

23

57.67

86.82

41.65

83.40

10.07

29.48

17.75

38.69

77.78

24.73

71.86

5.37

14.84

6.53

74.62

92.54

60.79

90.81

18.08

50.06

40.00

68

80

55

65

29

17

79.36

95.42

65.97

77.75

11.09

35.83

21.75

65.76

88.71

52.09

64.26

4.52

23.64

12.49

88.50

98.22

77.57

87.17

24.74

50.16

35.12

100.00 100.00

100.00 100.00

65.17 31.61

69.82 3659

0.00 0.00

75.23 37.92

0.00 0.00

100.00

100.00

88.34

90.27

0.00

93.79

0.00

115

133

85

114

49

23

73.31

92.82

57.80

79.18

10.11

35.99

19.15

62.59

88.60

47.01

70.06

26.39

11.81

81.85

95.55

67 89

86.07

1828

46.86

29.53

(continued)
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Table D-7. Weighted Responses for Section 7: Production and Process Controls {continued)

Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238)
95% ClI 95% Cl 95% ClI 95% Cl

n % Low High| n %  low High n % Low High} n %  low High

7.4 [Continued]
8. Records for fish and fishery i 1.03 0.14 7.8 1 0.57 0.08 4.03 i 8.63 1.18 42.85 3
demonstrating that FDA fish and
fishery products HACCP
regulations are followed

1.19 0.38 3.66

9. Records for raw materials to 26 44.76 27.76 63.09] 46 55.85 42.16 68.70 7 65.17 31.61 8834 79 52.68 42.00 63.13

assure segregation of raw, in-
process, and finished product
and protection against

adulteration

No answer 0 0.00 0.00 0.00 1 1.41 019 9.57 0 0.00 0.00 0.00 1 0.85 0.12 5.94

75 {if7.1 s Yes]
How long are records on receipt of
dietary supplement ingredients

retained?

1. year(s) after expiration 14 22.86 11.20 41.05 29 33.56 22.00 47.51 3 30.18 9.73 63.41 46 29.79 21.15 40.16
date

2. year(s) from date of 28 55.72 37.40 72.60] 30 31.15 20.61 44.09 5 45.05 18.62 74.60 63 40.17 30.53 50.62
manufacture

3. Other 9 929 461 17.86 26 33.88‘ 22.14 48.01 2 2477 6.21 62.08 37 2514 16.97 35.55
Don’t know 2 7.60 1.32 33.64 0 0.00 0.00 0.00 0 0.00 0.00 0.00 2 2.54 0.44 13.45
No answer 3 453 1.26 1499 1 1.41 0.19 9.57 0 0.00 0.00 0.00 4 2.37 0.8 6.74
Mean years after expiration date 14 317 — —a 29 1.94 — —a 3 3.00 — —a 46 231 — —a
Mean years from date of 28 407 — A 30 479 — -2 5 6.50 — —a 63 457 — -3
manufacture

(continued)
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Table D-7. Weighted Responses for Section 7: Production and Process Controls (continued)

Very Small (n = 110)

Small (n = 114)

Large (n = 14}

Overall (n = 238)

95% Ci 95% Cl 95% Cl 95% Cl
n %  Low High| n % Low Highj n % Low  High n %  Low High
7 6 Are there written procedures for
production proces -es?
1. Yes 65 55.54 41.78 68.50] 94 80.39 68.23 88.67 12 91.00 69.49 97.82f{ 171 70.15 61.67 77.44
2. No (Skip to guestion 7.11) 14 7.27 431 12.00 9 8.07 337 18.08 1 451 0.61 26.58] 24 7.53 443 1253
3. No production processes 24 30.01 18.43 44.87 7 9.15 3.58 21.50 0 0.00 0.00 0.00} 31 17.74 1158 26.19
conducted (Skip to Section 8)
No answer 7 7.19 250 18.98 4 2.39 077 7.5 1 449 0.61 2647{ 12 458 2.08 978
7.7 [If 7.6 is Yes]
Does plant management verify and
keep records that these procedures
are being followed?
1. Yes 55 90.49 82.95 94.90{ 92 98.01 91.27 99.57{ 12 100.00 100.00 100.00f 159 95.56 92.13 97.53
2. No (Skip to queshon 7.9) 8 7.60 3.76 14.74 2 1.99 043 873 0.00 0.00 0.00f 10 379 196 720
No answer 1.91 046 7.58 0 0.00 0.00 0.00 0.00 0.00 0.00 2 0.66 0.16 2.63
7.8 [1f 7.7 15 Yes]
Are records made of any corrective
actions taken if procedures are not
followed?
1. Yes, for some procedures 23 45,63 27.92 64.52| 45 45.63 33.00 58.84 20.62 5.13 5554 70 43.85 3392 54.29
2. Yes, for all procedures 22 43.20 25.92 62.30] 35 40.83 28.79 54.08 9 71.00 38.82 9043} 66 4375 34.14 53.86
3 No 10 11.17 576 2057 12 13.54 7.12 24.23 1 837 112 42.46{ 23 1240 7.80 19.14
(continued)
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Table D-7. Weighted Responses for Section 7: Production and Process Controls (continued)

Very Small (n = 110)

Small (n=114)

Large (n = 14)

Overall (n = 238)

95% CI

n %

Low High

95% ClI

% Low

High

95% Cl

Y% Low High

95% ClI

n %  Low High

7.9% [if 7.6 is Yes]
Do your written procedures for
production processes include any of
the following?

1. Master production and control
records

2. Batch production and control
records

3. Equipment use and cleaning
records, including dates of use
and product and lot number of
each batch processed

4. Records that demonstrate that
automatic equipment, including
mechanical and electronic
equipment (computers), used in
the manufacturing process is
designed, installed, tested,
calibrated, validated,
maintained, and checked to
ensure that they are capable of
and are performing the intended
functions

5. Records for reprocessing of a
product

6. Records to assure that correct

labels and labeling and safe
packaging materials are used

7. Records to permit tracking the
history of the manufacturing

44 66.83 48.54 81.15

59 88.93 69.17 96.64

44 7220 55.90 84.18

21 3239 1820 50.77

31 4635 29.89 63.65

51 81.69 64.86 91.51

54 8332 65.63 92.89

85

91

80

50

71

73

89

94.54 88.86

97.99 93.71

83.27 70.90

52.92 39.93

78.05 6591

80.42 68.48

96.82 92.35

97.40

99.38

91.05

65.53

88.59

98.71

100.00 100.00 100.00

100.00 100.00 100.00

91.63 57.59 98.88

83.25 51.34 9590

79.38 44.49 94.87

100.00 100.00 100.00

100.00 100.00 100.00

141 85.38 77.18 90.98

162 95.01 87.60 98.09

135 80.03 71.14 86.69

81 4793 38.14 57.88

—_
—

[N}
foa
~
3]
E:N
w“
~
[
jaed
~q
w
o
(%]

136 82.19 88.47

155 92.39 85.61 96.12

process

(continued)
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H Tabile D-7. Weightaed Responses for Section 7: Production and Process Controls (continued)

Very Small (n = 110) Small (n=114) Large (n = 14) Overall (n = 238)
95% CI 95% ClI 95% Cl 95% Cl
n % Low High| n % Low High| n % low High| n %  Low High

7.9 [Continued]
8. Reserve samples of each batchof 51 80.88 63.87 91.01 90 96.04 88.88 98.66f 12 100.00 100.00 100.00f 153 91.10 83.98 95.23
dietary supplement product are
retained and stored under
conditions consistent with the
product labeling
No answer 2 191 0.46
710 [f 7.6 15 Yes)
How long are records on production
processes retainec?

7.58 0 0.00 0.00 0.00 0 0.00 0.00 0.00 2 0.66 0.16 2.63

1 year(s) after expiration 14 2040 9.79 37.69] 34 3829 2645 51.71 3 25.12 8.11 56.07} 51 31.24 22.73 4124
date .

2. ____ year(s) from date of 36 63.22 46.78 77.06] 42 40.49 29.03 53.10 6 45.88 2096 73.05| 84 48.68 38.90 5855
manufacture

3 Other 9 1021 5.01 1971 18 21.22 12.08 34.56 2 2062 5.13 55,51 29 1739 11.04 2631
Don’t know 0 0.00 000 000] O 000 000 0.00] 1 837  1.12 42.41 1 057 008 4.03
No answer 6 618 265 1371 0 000 000 000] O 000 000 000 6 212 094 471
Mean years after expiration date 14 3.09 — -2 34 222 — —a 3 300 — —a 51 246 — —3a
Mean years frcm date of 36 490 — -3 42 4.48 — —a 6 641 — —a 84 479 — -9
manufacture

711 {if 7.6 is NOT 3]

Does this plant use production and

process controls that identify the

points, steps, or stages in the

manufacturing process to prevent

adulteration?

1 Yes 48 5699 41.78 7099| 83 77.88 65.77 86.58] 10 76.84 50.25 91.60[ 141 70.09 61.27 77.64

2. No (Skip to Section 8) 23 2270 13.15 36.30] 17 16.62 8.98 28.72 2 11.05 2.66 36.09] 42 18.51 12.46 26.61
Don’t know 0 0.00 0.00 0.00 0 0.00 0.00 0.00 0 0.00 0.00 0.00 0 0.00 0.00 0.00

20.31 10.04 36.78 7 549 236 12.25 2 1211 2.80 39.71] 24 1139 6.63 18.88

No answer 15
(continued)
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Table D-7. Weighted Responses for Section 7: Production and Process Controls (continued)

Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238)
95% CI 95% CI 95% Cl 95% CI
n % Low High| n %  Low High n % Low High n % Low High
7.12* [If 7.11 is Yes)

Does this plant’s production and
process controls have specifications
that must be met for identity, purity,
quality, strength, and composition
of components, ingredients, or
dietary supplements and packing
and labeling materials? ’
1. Yes, for components 31 7531 61.18 85.51| 45 5394 39.99 67.30] 10 100.00 10000 100.00) 86 63.58 52.78 73.18
2. Yes, for ingredients 40 88.65 77.83 94.56] 67 83.07 71.54 90.54 75.58 38.28 93.921 115 84.22 76.40 89.80
3. Yes, for dietary supplements 35 81.80 69.31 89.94] 60 70.85 56.67 81.88 90.08 52.31 98.69] 104 7549 65.48 8333
4. Yes, for packing and labeling 36 7932 64.73 88.90] 50 58.49 4429 71.40 80.16 45.20 95.19| 94 66.26 55.38 75.66

materials
5. No, none of the above 1. J.98 026 13.40 4 517 1.33 18.09 0.00 0.00 0.00 5 °3.85 1.19 11.76"

No answer 1 130 0.17 9.04} . O 0.00 0.00 0.00 0.00 0.00 0.00 1 0.39 005 278

(continued)
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Table D-7. Weighted Responses for Section 7: Production and Process Controls (continued)

Very Small (n = 110)

Small (n=114)

Large (n = 14}

Overall (n = 238)

95% CI 95% Cl 95% CI 95% Ci
n % Low High} n % Llow High! n % Llow High| n %  Low High
7.13* [if 7.11 is Yes]

Does this plant conduct tests to
monitor the production and in-
process control po nts, steps, or
stages to ensure the identity, purity,
quality, strength, and compaosition
of components, ingredients, or
dietary supplements?
1. Yes, for components 17 3262 17.03 53.31) 43 46.00 32.92 59.65 7 65.66 32.00 88.60f 67 4335 3326 5403
2. Yes, for ingredients 29 52.62 3273 71.72f 57 65.98 53.28 76.73 6 55.74 25.37 8235 92 61.25 5025 7121
3 Yes, for dietary supplements 27 5790 37.42 7599| 54 63.30 49.26 75.39 8 75.58 38.28 93.92{ 89 6253 5151 7240
4. No, none of the above 9 2587 10.82 50.10] 12 1522 7.90 27.31 1 1450 2.01 5836] 22 1837 1101 2904

No answer 1 1.30 0.17 9.04 G 0.00 0.00 0.00 0 0.00 000 0.00 1 039 005 2.78

aConfidence interval could not be estimated because there was only one observation (respondent) n a stratum for that question.

*Total may sum to greater than 100% because respondents could select more than one answer.
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Table D-8. Weighted Responses for Section 8: Warehousing

Very Small (n = 110) Small (n=114) Large (n = 14) Overall (n = 238)
95% ClI 95% Cl 95% CI 95% Cl
n % Llow High| n % Llow High! n %  Low High| n %  Low High

8.0 Does this plant or site have
warehouses to store raw materials,
in-process materials, or finished
products?

1. Yes
2. No (Skip to Section 9)

104 93.87 81.59 98.15 113 99.68 97.70 99.96{ 13 95.51 73.53 99.39/ 230 96.94 91.52 9893
6 6.13 1.85 18.41 1 032 0.04 230 1 449 0.61 26.47 8 3.06 1.07 8.48

8.1* Does your warehouse have
temperature or humidity controls?
72 7404 61.19 83.77| 72 6790 56.20 77.72 8 66.39 3836 86.25| 152 70.40 62.28 77.41
13 19.27 9.56 35.03| 23 23.54 7453 35.79 3 2763 9.7 59.07 39 21.95 15.15 30.71
29.60 22.59 37.72

1. Temperature controls

2. Humidity controls
3. No temperature or humidity 32 2596 16.23 38.81} 41 32,10 22.28 43.80 5 33.61 13.75 61.64] 78

controls

8.2 Are there written procedures for . -
storage procedures to control
against physical, chemical, and
microbial adulteration as well as
deterioration of the product and

container?
1. Yes 47  49.70 36.07 63.37| 77 66.71 54.77 76.83] 11 8730 58.83 97.06| 135 60.62 51.85 68.74
2. No (Skip to question 8.7) 56 49.75 36.14 63.40] 36 33.29 '23.17 45.23 2 1270 294 41171 94 39.15 31.03 47.92
No answer i 0.55 0.08 3.90 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 0.23 0.03 165
(continued)




sv-Q

Table D-8. Weighted Responses for Section B: Warehousing (continued)

Very Small (n = 110)

Small (n = 114)

Large (n = 14)

Overall (n = 238)

95% Cl 95% Cl 95% CI 95% Cl
n %  Low High| n % Low High| n % Low High n Y Low High
8.3 [If 8.2 is Yes]
Does plant management verify and
keep records that these procedures
are being followed? .
1. Yes 30 6894 48.05 84.19f 67 92.64 85.65 96.37) 11 100.00 100.00 100.00) 108 85.01 76.03 91.03
2. No (Skip to question 8.5) 17 31.06 1581 51.95 9 6.87 3.26 13.93 0 0.00 0.00 0.00f 26 1470 8.72 23.72
No answer 0 0.00 0.00 0.00 1 0.49 0.07 3.47 0.00 0.00 0.00 1 0.28 0.04 2.02
8.4 [If 8.3 is Yes]
Are records made of any corrective
actions taken if procedures are not
followed?
1. Yes, for some procedures 13 4326 20.70 69.01 31 38.26 24.58 54.09 1 7.84 1.07 40.08] 45 3699 25.72 49.89
2. Yes, for all procedures 17 56.74 3099 79.30f 27 46.44 31.10 62.48 9 83.02 50.44 9592 53 5252 39.73 6499
3. No 0 0.00 0.00 0.00 11.60 432 27.62 1 9.14 1.20 4547 8 8.14 3.24 19.01
No answer 0 0.00 0.00 0.00 3.70  0.91 13.86 0 0.00 0.00 0.00 2 234 0.58 896
8.5* [If 8.2 is Yes]
Do your written procedures for
warehousing include any of the
following?
1. Procedures and records for 43 9497 86.35 98.26) 71 9227 7692 97.71 10 90.86 54.71 98.79} 124 93.10 8444 97.10
forward and backward tracing of
product
2. Procedures and records for 23 3547 1992 5484 59 7815 64.16 87.72f 10 90.86 54.71 98.79[ 92 64.37 52.44 7475
salvaged products that include
product examir.ation and
reprocessing as appropriate
No answer 3 3.34 1.05 10.08 3 232 067 7.73 0 0.00 0.00 0.00 6 250 1.09 563
{continued)
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Table D-8. Weighted Responses for Section 8: Warehousing (continued)

Very Small (n = 110)

Small (n=114)

Large (n = 14)

Overall (n = 238)

95% ClI 95% ClI 95% CI 95% ClI
n % Llow High| n % Low High| n % Low High| n %  Low High
8.6 [If 8.2 is Yes]
How long are records on
warehousing retained?
1. year(s) after expiration 14 29.06 14.09 50.55] 27 30.66 19.55 44.58 2 18.28 4.43 5190/ 43 29.18 20.28 40.03
date
2. year(s) from date of 22 50.13 30.12 70.10) 25 29.71 18.42 44.16 7 59.21 28.92 83.82f 54 38.95 28.48 50.54
manufacture
3. Other 7 1455 476 36.71| 20 32.29 19.95 47.71 1 1337 1.84 55.88| 28 24.76 15.96 36.32
Don’t know 1 1.16 0.16 8.10 0 0.00 0.60 0.00 0 0.00 0.00 0.00 1 0.40 0.06 2.85
No answer 3 5.11 1.42 16.81 7.35 294 17.18 1 9.14 1.21 45.29 9 6.71 3.42 12.73
Mean years after expiration date 14 197 — -2 27 229 — A 2 400 — -2 43 226 —
Mean years from’date of 2 471 — - 25 430 — = .7 496 — 2 54 456 — 2
manufacture
8.7 Are there written procedures on
proper precautions to reduce the
potential for mix-ups or adulteration
or contamination of ingredients, raw
materials, or in-process formulations
{e.g., safety controls and operating
practices or separation of
ingredients)?
1. Yes 50 40.31 28.51 53.35| 86 76.04 64.43 84.75{ 11 87.30 58.83 97.06| 147 61.59 52.92 69.58
2. No (Skip to Section 9) 44 4434 31.08 58.46] 25 21.67 13.36 33.18 2 1270 294 4171 71 30.75 23.23 39.44
Not applicable 5 6.24 1.78 19.67 0 0.00 0.00 0.00 0 0.00 0.00 0.00 5 262 075 8.80
Don't know 2 1.13 028 4.51 0 0.00 0.00 0.00 0 0.00 0.00 0.00 2 0.48 0.12 1.90
No answer 3 798 2.23 24.80 2 2.29 0.57 8.78 0 0.00 0.00 0.00 5 4.56 1.65 12.00
{continued)
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Table D-8. Weighted Responses for Section 8: Warehousing (continued)

Very Small (n = 110)

Small (n = 114)

Large (n = 14)

Overall (n = 238)

95% Ci 95% CI 95% Ci 95% Cl
n % Low High{ n % Low High| n % low High|{ n %  Low High
8.8 {If 8.7 is Yes) )
Does plant management verify and
keep records that these procedures
are being followed?
1. Yes 41 8790 77.28 9395 77 90.73 82.13 95.42| 11 100.00 100.00 100.00[ 129 90.63 84.93 94.32
2. No (Skip to Section 9) 8 10.67 5.14 20.84 9.27 4.58 17.87 0.00 0.00 000 17 8.97 535 14.67
No answer 1 143 0.19 9.84 0 0.00 0.00 0.00 0 0.00 000 0.00 1 039 0.05 280
8.9 [If 8.8is Yes)
Are records made of any corrective
actions taken if procedures are not
followed?
1. Yes, for some procedures 20 45.47 27.75 64.41 40 47.88 33.42 62.70 0 0.00 0.00 0.00] 60 4336 32.35 5506
2. Yes, for all prccedures 14 34.39 17.35 56.68f 30 4199 2797 57.44] 10 90.86 54.71 98.79] 54 43,91 32.77 55.70
3. No 6 9.66 4.08 21.21 10.13  4.16 22.66 1 9.14 121 45291 14 993 5.20 18.13
No answer 1 10.48 1.49 47.48 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 2.80 037 18.09

aConfidence interval ¢ buld not be estimated because there was only one observation (respondent) in a stratum for that question.

*Total may sum to greater than 100% because respondents could select more than one answer.
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Table D-9. Weighted Responses for Section 9: Consumer Complaints

Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238)
95% Cl 95% Cl 95% Cli 95% ClI

n % Low High| n % Low High| n % Low High n %  Low High

9.1 Are there written procedures at the
plant or corporate {evel for handling
consumer complaints?

1. Yes 52 55.44 42,10 68.03] 85 77.68 67.24 85.52] 13 95.49 73.42 99.39f 150 6895 60.93 75.98
2. No (Skip to question 9.6) 55 4296 30.51 56.38; 26 19.71 12.35 29.95 1 4.51 0.61 26.58{ 82 29.01 22.16 36.99
Not applicable (Skip to 2 1.06 0.26 4.23 0 0.00 0.00 0.00 0 0.00 0.00 0.00 2 0.46 0.11 1.84
Section 10)
No answer 1 0.54 0.07 3.82 3 260 0.75 8.68 0 0.00 0.00 0.00 4 1.57 053 4.60

9.2 [if9.1is Yes]
Does management verify and keep
records that these procedures are
being followed?
1. Yes 46 B88.95 68.85 96.70[ 79 93.96 85.99 97.53] 13 100.00 100.00 100.00| 138 92.65 84.93 96.58

2. No (Skip to question 9.4) 6 11.05 3.30 31.15 6 6.04 2.47 14.01 0 0.00 0.00 0.00] 12 7.35 3.42 15.07

9.3 [If9.2 is Yes]
Are records made of any corrective
actions taken if procedures are not

followed?

1. Yes, for some procedures 14 35.62 18.38 57.60| 37 47.00 33.00 61.49 3 2435 7.49 56.15| 54 41.40 30.73 52.96

2. Yes, for all procedures 23 4395 25.18 64.63| 33 41.78 28.17 56.77 9 67.67 37.62 87.90| 65 44.54 33.65 5599

3. No 8 13.36 5.10 30.67 9 11.22 5.09 22.92 1 7.98 1.06 41.19 18 11.68 6.70 19.59
No answer 1 7.07 0.95 37.56 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 237  0.32 15.56

(continued)
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Table D-9, Weighted Responses for Section 9: Consumer Complaints {continued) L
Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238) ¢
95% ClI 95% CI 95% CI 95% Cl ;
n % Low High| n % Low High| n % Low High n %  Low High 5
9.4* [If 9.1 is Yes] k
Do your written procedures for 5
handling consumer complaints -
include any of the following? é
1. Procedures for handling all 47 9518 88.52 98.06| 81 96.05 88.64 98.70| 13 100.00 100.00 100.00{ 141 96.04 91.92 98.10 {;
written and oral complaints :
2. Records concerning the handling 39 65.44 44.02 82.01 79 91.81 78.37 97.20] 12 95.30 72.43 99.37] 130 82.85 71.90 90.12 r
of complaints including any N
investigations, investigation 4
findings, and follow-up action .
taken d
3. Procedures for requiring 4 427 149 1164] 13 1874 9.71 33.09 4 3192 1226 61.16] 21 1464 861 23.81 t
reporting of serious adverse i
events to FDA MEDWATCH :
Don't know 1 094 0.13 06.60 0.00 0.00 0.00 0.00 0.00 0.00 1 0.33 005 233 L
No answer 1 094 013 660/ 0 000 000 0.00 000 000 000 1 033 005 233 E
9.5 {If 9.1 is Yes]
How long are records on consumer
complaints retained at the plant or
corporate headquar.ers?
1. year(s) after expiration 11 25.60 11.59 47.44( 35 4254 2940 56.82 2 1596 3.90 47.04f 48 34.69 2495 45.91
date
2. year(s) from date of 20 43.10 25.18 63.04] 25 25.43 15.60 38.61 3 19.78 6.16  48.09] 48 31.19 22.10 42.01
manufacture
3. Other 16 21.27 10.44 38.50{ 25 32.03 20.35 46.51 6 51.58 2571 76.63] 47 29.69 21.00 40.i5
Don’t know 8.16 1.68 31.63 0.00 0.00 0.00 0 0.00 0.00 0.00 2.85 0.59 12.71
No answer 2 1.87 0.46 7.33 0.00 0.00 0.00 2 12.68 2.91 4132 1.58 0.56 4.33
Mean years after expiration date 11 150 1.03 197 35 222 156 2.88 2 550 poppa 12.16] 48 2.14 165 2.64
Mean years from date of 20 4.47 386 5.09] 25 423 354 491 3 511 298 7.25{ 48 439 395 482
manufacture
{(continued)
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Table D-9. Weighted Responses for Section 9: Consumer Complaints (continued)

Very Small (n = 110)

Small (n = 114)

Large (n = 14)

Overall (n = 238)

95% Cl 95% ClI 95% CI 95% ClI
n % Llow High| n % Low High| n %  Low High| n %  Low High
9.6* What are your procedures for
handling adverse events associated
with consumer complaints?
1. Incident is reported to FDA 15 1937 9.90 3443 17 1724 9.69 28.79 3210 13.20 59.52| 37 18.94 12.70 27.30
2. Product s tested for identity and 66 62.40 48.41 74.58/ 83 7398 62.49 82.91 8 56.99 30.46 80.04] 157 68.08 59.55 75.55
composition
3. Product is reformulated 19 19.23 10.64 32.23| 34 34.49 2393 46.84 5 34.13 1436 61.56| 58 27.88 20.79 36.28
4. Product is recalled 59 60.13 46.51 72.35| 75 62.60 50.43 73.36 6 41.75 19.33 68.20[ 140 60.43 51.80 68.47
5. Other 34  25.62 16.25 37.93] 22 22.15 13.42 34.29 4 34.01 13.51 62971 60 24.27 17.67 3237
Don’t know 2 1.05 0.26 4.14 0 0.00 0.00 0.00 0 0.00 0.00 0.00 2 0.45 0.1 1.79
No answer 3 1.62 052 495 525 242 11.02 1 449 0.61 26.47] 12 3.64 197 6.63
9.7 Does this plant have a recall
procedure in place?
1. Yes 70 68.43 55.12 79.27{ 91 80.16 68.75 88.13| 11 76.75 45.88 92.78| 172 7491 66.86 81.55
2. No 36 30.48 19.74 43.86) 17 1517 8.14 26.53 1 11.15 1.56 49.75] 54 21.57 1530 29.52
No answer 2 1.10 027 4.26 6 466 1.92 1091 2 1211 280 39.67| 10 351 180 6.76

(continued)
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Table D-9. Weighted Responses for Section 9: Consumer Complaints (continued)

Very Small (n = 110)

Small (n = 114)

Large (n = 14)

Overall (n = 238)

95% Cli 95% Cl 95% Cli 95% Cli
n %  Low High " n % low High| n %  Low High| n %  Low High
9.8* Who evaluates reports on
consumer complaints?
1. In-house medical personnel 16 11.10 598 1968 11 1004 450 2092 4 27.35 10,17 55591 31t 1141 7.22 17.57
2. In-house scientific personnel 23 23.64 14.05 36.96] 58 53.31 41.41 64.85 53.86 28.01 77.79] 89 40.53 32.53 49.06
3. in-house quality control 70  61.61 4735 74.13] 93 82.84 72.68 89.76] 13 92.38 60.53 9897] 176 74.18 65.75 81.13
personnel
4. in-house regulatory affairs 15 14.02 6.98 26.15{ 44 39.62 28.72 51.67 6 3862 1742 6523 65 2851 21.40 30.88
personnel
5. Outside contractor 12 12.41 546 25.80f 13 9.69 4.61 19.23 1T 1115 1.56 49.75] 26 1094 6.44 17.98
6. Other 29 29.28 18.20 43.51f 21 1513 879 24.78 1 762 1.03 39.47{ 51 2084 14.64 2874
Don’t know 1 3.52 048 2157 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 1.52 021 10.26
No answer i 0.55 0.08 3.86 3 1.92 052 690 0 0.00 0.00 0.00 4 1.23 040 3.69

3Estimated confidence in:2rval for lower bound was less than zero so we truncated the interval.
*Total may sum to greate. than 100% because respondents could select more than one answer.
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Table D-10. Weighted Responses for Section 10: Your Plant

Very Small (n = 110)

Small (n=114)

Large (n = 14)

Overall (n = 238)

95% ClI 95% Cl 95% ClI 95% Cl
n % Low High [ n % low High | n % Low  High n % Low  High
10.1 What was the calendar year
during which this plant was
built? (If multiple buildings, use
date of oldest building.)
Year (mean response) 80 1981 1977 1985(102 1979 1975 1982] 12 1967 1956 1978{194 1979 1976 1982
10.2 What was the calendar year
during which the dietary
supplement operations began at
this plant? (If multiple buildings,
use date of earliest operation.)
Year (mean response) 95 1992 1990 1994(103 1989 1986 1991] 13 1971 1958 19831211 1989 1988 1991
10.3 What is the total square footage
of this plant? )
Square feet (mean response) 91 24,675 355 48,994{102 71,355 52,980 89,730} 11 595,734 3,771 1,187,696/204 75,733 42,203 109,263
10.4 Are this plant’s facilities
connected to a city water supply?
1. Yes (Skip to question 10.6) 86 80.90 68.58 89.16] 88 80.90 69.92 88.53| 12 87.89 60.33 97.19|186 81.27 73.83 86.97
2. No 17 12.20 6.23 22.52| 20 13.18 7.31  22.61 1 7.62 1.03 39.47| 38 12.47 8.2 18.67
Don’t know 2 4.00. 070 19.90; O 0.00 0.00 0.00; O 0.00 0.00 0.00] 2 1.74 0.30 9.37
No answer 5 289 1.16 7.01] 6 591 197 16.41 1 4.49 0.61 26.47] 12 452 2.05 9.70
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Table D-10 Weighted Responses for Section 10: Your Plant {(continued)

Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238)
95% ClI 95% CI 95% ClI 95% CI
n % Low High | n % Low High | n % Low High n % m
10.5 [1f 10.4 is No]
Is the water supply at this plant
potable?
1. Yes 12 54.43 22.21 83.32]16 88.26 68.34 96.32| 1 100.00 100.00  100.00|29  74.25 42.21 9192
2. No 3 12.75 3.54 36.82f 1 245 029 1789 0 0.00 0.00 0.00{ 4 6.76 2.54 16.77
Don't know 0 0.00 0.00 0.00] 1 3.33 041 2235 0 0.00 0.00 0.00] 1 1.81 0.23 12.85
No answer 2 3282 7.9 7549 2 595 1.20 2486 © 0.00 0.00 0.00; 4 17.19 3.34 55.52
10.6 Does your compan: own plants at
other locations?
1. Yes 15 21.49 11.45 36.68}33 24.54° 16.47 34.91{ 10 75.76 48.32 91.26( 58 2591 1912 34.08
2. No 90 75.89 61.11 86.32| 74 66.40 54.60 76.46| 3 19.75 6.14 48.10{167 68.08 59.55 75.55
No answer 5 262 1.08 6.20] 7 9.05 3.65 2074] 1 449  0.61 26.47| 13 6.02 2.88 12.14
10.7 How many employees are
currently employed at this plant?
1. Full-time (mean response) 102 7.63 6.06 9.20{103 95.51 73.20 117.81f 13 1,005.23 300.43 1,710.03|218 105.47 58.66 152.27
2. Part-time (mean response) 56 18.80 0.002 50.45}47 12.83 439 21.26] 6 53.30 15.74 90.87}109 17.64 1.04 34.23
10.8 How many employees employed
at this plant are working in quality
control?
1. Full-time (mean response) 79 3.01 0.18 5.85[99 7.24 531 9.7 12 88.24 25.65 150.83{190 10.27 5.51 15.03
2. Part-time (mean response) 49 1.65 1.29 2,02, 37 328 052 6.04) 5 2.79  0.002 6.71} 91 249 1.08 390
{(continued)
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Table D-10 Weighted Responses for Section 10: Your Plant (continued)

Very Small (n = 110) Small (n=114) ' Large (n = 14) Overall (n = 238)
95% CI 95% ClI 95% CI 95% ClI

n mean Llow High [ n mean 1Llow High | n mean low High| n mean Low High

10.9 For the most recent fiscal year,
provide the number of batches of
dietary supplement product by
product form. (Mean response in

batches)
a. Powder 87 49.71 20.79 78.63{76 120.54 80.18 160.90| 12 85.98 0.007 182.43|175 84.60 59.57 109.62
b. Liquid 87 45.60 25.11 66.09| 76 80.30 30.55 130.04}12 5.13 0.002 15.09{175 59.04 33.33 84.75
c. Paste 87 0.04 0.002 0.09; 76 1420 0.002 38.12( 12 0.00 0.00 0.00]175 6.56 0.008 17.59
d. Capsule 87 55.57 23.25 87.89(76 138.68 7839 198.96| 12 13.51  0.002 31.19]175 91.20 57.49 12491
e. Tablet or caplet 87 53.92 591 101.93|76 171.63 93.50 249.77| 12 170.88 39.25 302.52|175 115.45 70.79 160.10
Gelcap 87 0.40 0.00° 1.07| 76 18.35 3.42 33.27]1 12 2.23  0.002 6.46[175 8.78 1.88 15.67
g. Other 87 14.07 3.90 2425176 10.33 2.0 18.66| 12 31.22  0.00* 91.00[175 13.42 6.28 20.56
h. Other 87 3.64 0.00% 9.12{ 76 0.04 0.00° 0.12| 12 0.00 0.00 0.001175 1.75 0.002 4.35
Total 87 222.95 134.52 311.38{76 554.07 407.25 700.89| 12 308.96 181.59 436.33[{175 380.80 292.64 468.95

(continued)
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Table D-10 Welghted Responses for Section 10: Your Plant {continued)

Very Small (n = 110)

Small (n = 114)

Large (n = 14)

Overall (n = 238)

95% ClI 95% Cli 95% CI 95% CI
n % Low High| n %  Low High % low High] n %  tow High
10.10 What were the gross sales revenue
for the dietary supplement
operations only at this plant for
the most recent fiscal year?
1. Less than $500,000 47 3411 23.66 4637 21 1430 8.17 23.84 451 0.61 26.58] 69 2239 16.66 29.40
2. $500,000 to jus: under $1 20 19.64 1062 3344 6 268 1.16 604/ 0 000 000 000 26 990 570 16.66
million
3. $1 to just under $2.5 million 18 23,97 13.42 39.06] 10 13.17 6.18 25.86 1 6.54 090 3491 29 17.51 11.37 26.00
4. $2.5 to just under $5 million 9 7.94 3.39 1749 7 6.24 2.19 16.51 1 7.62 1.03 3947 17 7.05 3.70 13.03
5. $5 to just under $10 million 2 092 022 3.76] 24 2400 14.89 36.31 2 1211 2.81 39.67} 28 1335 833 2072
6. $10 to just under $20 mitlion 3 1.63 051 505 14 1032 577 17.80 2 15.24 3.77 45.23f 19 6.81 4.22 10.80
7. $20 to just under $50 million 2 4,00 0.70 19.90] 12 12.76 6.63 23.14 2 1235 2.89 40.02f 16 8.93 494 15.62
8. $50 to just under $100 million 0 0.00 0.00 0.00 2 092 0.23 3.56 2 1877 470 51.97 4 1.46 051 4.11
9. $100 to just under $500 1 3.49 048 2137 5 534 222 1227 2 1524 377 4523 8 506 2.30 10.75
million
10.$500 million or more 0 0.00 0.00 0.00 0 0.00 0.00 0.00 0 0.00 0.00 0.00 0 0.00 0.00 0.0
Don't know 0 0.00 0.00 0.00 2 1.58 0.34 7.03 0 0.00 0.00 0.00 2 0.81 0.18 3.66
No answer 8 431 209 8.66] 11 8.69 4.59 15.86 1 762 1.03 3947 20 6.73 4.20 10.61

afstimated confidence interval for lower bound was less than zero so we truncated the interval.
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Table D-11. Verbatims for Question 2.4: Why Does this Plant Not Follow Published GMPs?

Very Small
It 1s not a manufacturing facility. Just a sales and marketing site.
All products distributed are produced by other companies in facilities wholly within their control.
We sub-contract with packaging companies for actual supplement manufacturing. (We do not have production facility).
OEM customers do not want to pay for extensive costs, i.e. lab tests of raw materials even finished products.
Don’t manufacture—we rely on manufacturers.
Not a plant.
We do not manufacture products, we distribute finished products only.
Proposed rule making not finalized.
Very expensive—we are small.
We don’t manufacture.
Do not understand exact meaning.
We are not manufacturer in this place. Only office here.
Current program stronger than GMPs.
Not a manufacturer—only resell bulk ingredients.
We import products that are made overseas and depend on our suppliers to follow GMP standards.
Products produced by approved vendor.
Not sure how GMPs apply to my company. Too busy struggling to survive to find out.
Our plant 1s staffed by only two people—myself and my wife. We simply warehouse and re-ship products which are packed by private
companies.

Not familiar.
We manufacture single herb tea grown on our biological reserve. As a small company with one product that we control from seed to mature

plant.
Not familiar with them.

Not required.

(continued)
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Table D-11. Verbatims for Question 2.4: Why Does this Plant Not Follow Published GMPs? (continued)

Very Small (continued)

It is not a manufacturing facility. just a sales and marketing site.
Too costly and unnecessary in our situation.

Not applicable—wve don’t manufacture products.

Do not have enough information—will set up in 2000.

We do not manufacture.

We are just a sales and marketing office.

I don't think they are adequate for botanical identity.

It doesn’t seem ne cessary. We know the contents/purity of the goods we make, and have our own standards for purity and sanitation.
Published procedures are generally not applicable or practical for an herbal manufacturing company of our size.

We do not trust the intent of the inspectors. We are afraid that they may acquire proprietary manufacturing practices from us.

I was told by an FDA staff member that GMPs did not apply to our operation.

Only because | dcn't have a copy of published GMPs and didn’t know where to access this information.

Unavailable—guidelmes not established.
GMP not readily available and the expense involved

Not a manufacturer.
Manufacturing is 1ot done at this plant but items in question 2.3 are kept on file by our supplier

We employ the services of contract manufacturers for all our products Consequently, the questions in sections 3-7 are not applicable.

Small

I don’t manufacture anything or encapsulate anything—I’'m not a plant.

Distribution only
Limited resources
We are strictly a distributor and rely on our vendors to have GMPs.

We are a business office.
Current operations have proven adequate and safe over many years. Thousands of satisfied customers with very few complaints.

(continued)
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Table D-11. Verbatims for Question 2.4: Why Does this Plant Not Follow Published GMPs? (continued)

Small (continued)
Not economically feasible.
Too costly to implement.
We handle 80-90% raw materials of herbs—only about 5 kinds of herbs that's all.
In development at this time.
Dietary supplement product lines are not extensive enough to warrant following a published GMP model.
We are not aware of published GMPs for importers who do not ever open drums. The producers follow published GMP.
We do not manufacture or bottle the product—Only private label and distribute.
We are not a manufacturer and this is not a plant.
We are in the process of implementing new ‘procedures.
We follow specific procedures defined by clients and we are using our own GMP system.

. We feel we have GMPs in place. They just aren’t the GMPs that someone else established, they’re are [sic] own._

Work in process. Goal to be by 6/2000. )
None of the actual manufacturing done at this location.
We are not manufacturer. Our manufacturer follows China’s and/or Australia’s GMPs.
Raw ingredient supplier.. 4
We are a distributor.
We are a farm and produce bulk herbs mostly:

Contract manufacturers—make and package our products—we repackage into point of sale displays only.

Local sanitation dept standards.

9ZIC JUBWIUSHAR)ST A spnsay DAUTIBAA — (1 xipuaddy



Appendix E:
Weighted Results by
Product Type
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The results for each section of the survey are reported in a separate
table (e.g., Table E-1 corresponds to Section 1 of the survey). For
each question response item, we provide the number of
respondents who circled that answer (n), the proportion of
respondents who circled that answer (%), and the 95 percent
confidence interval for the point estimate (Low and High values).
Where appropriate, we report the mean response.

The totals for a question may not always sum to 100 percent due to
rounding. We have indicated with an (*) when respondents could
select more than one response.

Because of the skip patterns, the number of respondents varies by
question. We excluded from the analysis respondents who
appropriately skipped questions. For example, respondents who
answered 2 (No) to Question 2.5 were not included in the
frequency for Question 2.6.

E-1



Table E-1. Weighted Responses for Section 1: Products and Markets

Vitamins and Minerals
(n=118)

Aminos/Proteins/Animal
Extracts (n = 16)

Herbals and Botanicals
(n=97)

%o

95% Cl

Low High

%

95% Cl

Low High

%o

95% Cl

Low

High

%o

95% (1

Low High

1.1* Which of the following describes
the dietary supplement operations at
this plant?

1

~J

Manufacturer—manufacture
dietary supplements from
ingredients, may package and
label the product itself or transfer
it to a repackager/relabeler/
encapsulator or distributor

Repackager/relabeler/
encapsulator—repackage,
relabel, or encapsulate dietary
supplements manufactured by
another firm

Ingredient or input supplier—
supply ingredients or bulk
finished produc:s used to
manufacture dietary supplements
at this plant or ¢ nother firm
Distnibutor—disiribute products
manufactured by this plant or
another firm

Importer—import either
ingredients for further processing
or finished products for
distribution

Exporter—expo t either
ingredients for further processing
or finished products for
distribution

. Other

77

50

38

76

36

46

63.54

42.57

28.51

61.29

32.37

36.88

3.83
0.00

51.71 73.94

31.63 54.29

19.27 39.98

49.41 71.96

22.35 4432

48.59

26.53

12.92
0.00

1.05
0.00

(@]

43.26

17.92

24.47

44.79

30.73

24.18

6.26
0.00

21.81 67.57

5.70 44.08

9.31 50.56

22.78 69.05

13.23 56.37

50.57

9.04

34.72
0.00

0.83
0.00

59

13

34

48

30

29

60.77

16.47

37.70

44.53

24.89

30.32

4.13
3.06

47.60

7.93

25.60

3239

16.93

19.57

1.72
0.67

72.54

31.09

51.56

57.36

35.01

43.76

9.59
12.81

o o

47.28

17.58

35.21

59.34

23.67

12.12

0.00
0.00

16.09 80.74

237 6522

11.07 70.34

23.54 87.37

5.68 61.47

53 50

1.63

0.00
0.00

0.00
0.00

No answer

(continued)
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Table E-1. Weighted Responses for Section 1: Products and Markets (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) n=7)
95% Cl 95% CI 95% CI 95% Cl
n % Llow High| n % low High| n % low High| n %  low High
1.2 For your dietary supplement
operations at this plant, what is the
product type for your primary line of
business®
1. Vitamins and minerals 60 53.24 41.82 64.32 0 0.00 0.00 0.00 0 0.00 0.00 0.00 0.00 0.00 0.00
2. Herbals and botanicals, not 16 15.70 8.54 27.10 1 5.97 0.82 32.74| 41 39.36 28.12 51.84 0 0.00 0.00 0.00
including extracts
3. Herbal and botanical extracts 21 1544 892 25.38 2 11.66 291 36.72] 41 37.19 26.96 48.71 0 0.00 0.00 0.00
4, Amino acids 1 0.35 0.05 2.48 3 18.79 6.12 45.06 0 0.00 0.00 0.00 0 0.00 0.00 0.00
5 Protein products 4 3.31  0.81 12.52 7 4537 23.07 69.70 0 0.00 0.00 0.00 0 0.00 0.00 0.00
6. Animal extracts 0 0.00 0.00 0.00 0 0.00 0.00 0.00 0 0.00 0.00 0.00 0 0.00 0.00 0.00
7. Concentrates, metabolites, and 2 2.50 0.41 13.77 0 0.00 0.00 0.00 0 0.00 0.00 0.00 2 29.64 7.09 69.93
constituents
8. Other 3 3.01 0.64 12.92 0 0.00 0.00 0.00 3 12.18 3.73 33.20 5 70.36 30.07 92.91
Respondent selected multiple 9 5.74 2.87 11.15 3 1821 5.81 44.56] 11 1040 5.39 19.121 O 0.00 0.00 0.00
responses .
Non-dietary supplement product 2 0.72 018 2.87 0 000" 000 000 O 0.00 0.00 0.00] O 0.00 0.00 0.00
No answer 0 0.00 0.00 0.00 O 0.00 0.006 0.00 1 0.88 0.12 .12 0 0.00 0.00 0.00
{continued)
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Table E-1. Weighted Responses for Section 1: Products and Markets (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) n=7)
95% Ci 95% CI 95% CI 95% Ct
n %  Low High n % Low High| n %  Low High n % fow High
1.3* What other product types, not
including your primary line of
business, do you produce at this
plant? By produce vwe mean,
manufacture, repack/relabel/
encapsulate, supply ingredients,
distribute, import, or export.
1. Vitamins and minerals 58 46.76 35.68 58.18 0 0.00 0.00 0.00f © 0.00 0.00 0.00 000 0.06 0.00
2. Herbals and botanicals, not 67 59.76 48.05 70.46 1 5.69 0.79 31.29] 29 37.58 25.45 51.49 0 0.00 0.00 000
including extract-
3. Herbal and botar ical extracts 48  40.26 29.57 51.96 5 29.87 12.62 55.69| 32 3292 2241 4547{ O 0.00 0.00 0.00
4. Amino acids 52 45.79 34.83 57.19 3 1879 6.12 4506 O 0.00 0.00 0.00 0 0.00 000 0.00
5. Protein products 39 3484 24.78 46.45 2 1224 295 3898} O 0.00 0.00 0.00 0 0.00 0.00 0.00
6  Animal extracts 22 22.49 13.85 34.38 5 29.87 12.62 55.69] O 0.00 0.00 0.00 0 000 0.00 0.00
7 Concentrates, me tabolites, and 24 23.68 15.02 3525 3 1850 5.87 4525 2 302 066 12.77 0 0.00 0.00 0.00
constituents
8. Other 3 095 030 296 2 12,52 3.07 39.25 2 216 051 8.61 1 12.12  1.63 53.50
Non-dietary suppiement product 11 6.39 346 11.51 4 2418 9.04 5057 8 7.92 3.66 16.29 0.00 0.00 0.00
No other produci types 10 9.08 4.15 18.74 2118 690 49.36( 29 2418 16.47 34.03 87.88 46.50 98.37
1.4 Does this plant produce any food
products other than dietary
supplements?
1. Yes 26 19.51 12.10 2992 5 31.02 13.27 5694 20 19.47 12.03 29.96 i 17.58 2.37 65.22
2. No 91 79.62 69.18 87.18 11 68.98 43.06 86.73} 75 78.37 67.55 86.31 6 82.42 34.78 97.63
Don't know 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 0.88 0.12 6.12 0 0.00 0.00 0.00
No answer 1 0.87 0.12 6.02 0 000 0.00 0.00 i 1.28 0.18 8.71 0 0.00 0.00 0.00
(continued)
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Table E-1. Weighted Responses for Section 1: Products and Markets (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) n=7)
95% ClI 95% Cl 95% Cl 95% CI
n % Low High| n % Llow High| n %  Low High %  Low High
1.5 Does this plant produce any over-
the-counter (OTC) or prescription
(Rx) drugs?
1. Yes, OTC drugs 17 9.73 597 1547 2 1137 291 354e6f 10 10.13  5.14 18.98 1 1758 237 6522
2. Yes, Rx drugs 0 000 0.00 0.00 0 000 000 000f O 0.00 0.00 0.00 0 000 0.00 0.00
3 Yes, OTC and Rx drugs 15 10.86 5.98 1891 3 1850 5.87 4525 1 0.84 012 5.86 0 0.00 0.00 0.00
4. No 84 76.68 67.77 83.71 11 70.13 4431 87.38] 84 86.88 77.52 92.70 6 82.42 3478 97.63
Don't know 0 0.00 0.00 0.00 0 0.00 0.00 000 1 0.88 0.12 6.12 0 0.00 0.00 0.00
No answer 2 2,73 0.62 11.15 0 0.00 0.00 0.00 1 1.28 0.18 8.71 0 0,00 0.00 0.00
1.6* Is this plant a member of any of the
following trade organizations? )
1. American Herbal quducts 30 1648 11.15 23.68 1 597 0.82 32.74] 52 46.70 34.81 58.98 0 0.00 0.00 0.00
Association (AHPA) : - ’
2. Consumer Health Products 12 892 4.48 16.97 0 0.00 0.00 0.00} 3 256 081 7.83 1 17.58 237 65.22
Association (CHPA) (formerly
known as Nonprescription Drug
Manufacturers Association)
3. Council for Responsible 23 21.81 13.68 32.92 1 6.26 0.83 3472} 8 7.88 3.65 16.20 0 0.00 0.00 0.00
Nutrition (CRN)
4. National Nutritional Foods 60 52.62 41.13 63.85 8 48.08 25.32 71.67{ 42 4430 31.84 57.52 3 4176 13.14 77.26
Association (NNFA)
5. Utah Natural Products Atliance 5 2.12 0.83 5.30 0 0.00 0.00 0.00 1 218 031 13.97 0 0.00 0.00 0.00
(UNPA)
6. Other 17 1531 8.70 25.54 3  20.61 6.73 4831 15 12.81  7.47 21.09 T 12.06 1.62 53.34
Not applicable 35 2545 1693 36.39 6 37.00 17.28 62.27| 22 25.13 1499 38.97 3 40.66 12.63 76.46
Don’t know 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 0.88 0.12 6.12 0 0.00 0.00 0.00

aThe primary line of business is the line of business that contributes to the majority of revenues—either greater than 50 percent of revenues or the greatest of several

lines such as 35 percent if all other lines contribute less.

*Total may sum to greater than 100% because respondents could select more than one answer.
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Table E-2. Weighted Responses for Section 2: Good Manufacturing Practices (GMPs)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) n=7)
95% CI 95% CI 95% Cl 95% Cl
n % Llow High| n % Low High| n % Low High| n % Low  High
2.1 Does this plant follow a published
Good Manufacturing Practices
(GMPs) model for the dietary
supplement products produced at
this plant? .
1. Yes 89 67.58 55.79 77.50{1 10 61.18 36.00 81.54} 57 59.31 46.23 71.18 41.24 12.85 76.97
2. No (Skip to question 2.3) 22 28.93 19.43 40.74] 5 32.56 14.17 5854y 32 31.67 2093 44.81 58.76 23.03 87.15
Not applicable (Skip to 4 1.41  0.53 3.66] 1 6.26 0.83 34.72 329 091 919 0.00 000 LW
question 2.3)
No answer 3 207 062 672 0 0.00 0.00 0.00 5 6.06 232 1490 0 0.00 000 000
22* [If 2.1 is Yes)
Which of the following are your
GMPs for dietary supplement
operations patterned after?
1. FDA Food CGMPs (21 CFR Part 55 66.46 56.09 75.45 7 69.29 36.69 89.78| 34 57.19 40.01 72.80 3 100 00 100 00 100 QU
110)
2. Advance Notice of Proposed 28 34.87 23.31 4852 0 0.00 0.00 0.00f 13 26.21 1328 45.18f © 0.00  0.00 0.00
Rulemaking for [Dietary
Supplements
3. National Nutritional Foods 23 26.75 16.52 40.26| 2 1906 4.80 52.36 13 31.86 1647 52.56 1 29.40 3.51 82.65
Association (NNFA) GMPs
4 FDA Drug CGMPs (21 CFR Parts 36 37.37 25.72 50.70| 4 40.94 16.67 70.62 8 11.20 5.40 21.80 0 0.00 0.00 000
210 and 211)
5. U.S. Pharmacopera (USP) GMPs 30 37.05 25.32 50.54] 3 30.717 10.22 63.31 9 1592 7.71 30.02 0 0.00 0.00 0.00
6. Other 5 5.83  1.97 16.03 1 10.24  1.33 49.11 11 2301 10.27 43.83 1 2799 330 8158
Don’t know 0.00 0.00 0.000 O 0.00 0.00 0.00 1 1.48 0.20 10.15 0 0.00 0.00 000
No answer 0.00 0.00 0.00f O 0.00 0.00 0.00 1 142 019 9.77 0 0.00 0.00 0.00

(Skip to question 2.5)

(continued)
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Table E-2. Weighted Responses for Section 2: Good Manufacturing Practices (GMPs) (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) n=97) (n=7)
95% CI 95% Ci 95% ClI 95% Ci
n % low High| n % Low High| n % Llow High| n %  Low High
2.3* [If 2.1 is No]
If not following published GMPs,
how does this plant verify the
identity, purity, and composition of
dietary supptement products and
ingredients?
1. Sanitation standard operating 7 24 — —a 1 16.13 — —a 5 1096 — —3a 1 29.92 — —4
procedures (SSOPs)
2. Other quality assurance (QA) 6 2454 — 2 1 16.13 — —4 112 2903 — 1 1 2052 ~— —a
_program
3. Certificate of Analysis 19 8397 — -4 4 63.04 — —a 20 47.49 — —a 3 70.08 — —a
4. Certificate of Identity 5 1365 — @ 3 46917 — 2 7 1667 — @ 1 2052 —
5. Other 11 4407 — —a 2 38.44 — —a [ 2596 — —a 0 0.00 — —a
Not applicable 2 221 — 42 0 000 — -? 5 2729 — 2 0 000 — -
No answer 1 1.22 — —a 0 0.00 — —a 0 000 — - 0 000 — —a
2.4 [If 2.1 is No]
Why does this plant not foliow (verbatims provided in Table E-11)
published GMPs?
2.5 Does this plant have standard
operating procedures (SOPs)?
1. Yes 102 82.13 70.56 89.81| 10 60.32 "34.91 81.16] 79 78.10 63.91 87.77 4 58.82 23.07 87.19
2. No (Skip to Section 3) 10 11.49 542 2274 1 5.97 0.82 32.74{ 10 13.32 5,53 28.74f 3 41.18 12.81 76.93
Not applicable 2 0.67 017 2.63 1 8.66 1.25 41.58; 3 296 091 9.19 0 0.00 0.00 0.00
Don’t know 0 0.00 000 0.00] O 0.00 0.00 0.00 1 0.84 0.12 5.86 0 0.00 0.00 0.00
No answer 4 5.71 1.83 16.44( 4 25.05 9.75 50.83 4 478 1.60 13.38 0 0.00 0.00 0.00
{continued)
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Table E-2. Weighted Responses for Section 2: Good Manufacturing Practices (GMPs) (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) (n=7)
95% ClI 95% ClI 95% ClI 95% Ci
n % Low High| n % Low High| n %  Low High %  low High
26 [If2.5is Yes]
Is there written documentation of
the SOPs? '
1. Yes 88 82.94 70.68 90.75 8 80.19 45.17 95.21 60 80.39 70.11 87.75 70.12 18.37 96.07
2. No 6 8.96 3.52 20.98 1 9.43 1.30 45.20f 11 11.42  6.18 20.13 29.88 393 81.63
Don't know 0 0.00 0.00 000]. 0 0.00 0.00 0.00 1 112 0.15 7.78 0.00 0.00 0O.LU
No answer 8 8.10 3.41 18.01 1 10.38 1.37 49.21 7 7.07 3.26 14,66 0.00 0.00 0.00

aConfidence interval cou'd not be estimated because there was only one observation (respondent) in a stratum for that question.

*Total may sum to greate: than 100% because respondents could select more than one answer.
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Table E-3. Weighted Responses for Section 3: Personnel

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) n=7)
95% Cl 95% ClI 95% Cli 95% Cl
n % _ low High| n % Low High| n % Low High| n %  Low High
3.0 Do personnel at this plant or site
handle raw materials, in-process
materials, or finished products,
including distribution of finished
products?
1. Yes 111 93.25 83.23 97.47] 14 8508 55.60 96.29| 88 87.74 72.03 95.21 64.85 26.01 90.63
2. No (Skip to Section 4} 7 6.75 2.53 16.77 2 1492 3.71 44.40 9 1226 479 2797 2 35.15  9.37 73.99
3.1 Are there written procedures for
personnel on disease control?
1. Yes 76 69.72 57.72 79.53 9 6421 36.70 84.74] 48 60.83 48.76 71.71 1 27.11 395 77.08
2. No 34 29.92 20.15 41.94 35.79 15.26 63.30] 39 3821 27.50 50.20 72.89 2292 96.05
Not applicable 1 0.36 0.05 2.53 0 0.00 0.00 0.00 1 096 0.13 6.65 0 000 0.00 0.00
3.2 Are there written procedures for
personnel on maintaining personal
cleanliness?
1. Yes 96 81.10 69.13 89.16| 12 85.28 55.77 9638/ 65 77.29 66.96 85.11 2 45.80 12.12 83.82
2 No 14  18.54 10.53 30.55 2 1472 3.62 4423 22 2176 14,14 3194 54.20 16.18 87.88
Not applicable 1 036 0.05 2.53 0 0.00 0.00 0.00 1 096 0.13 6.65 0 0.00 0.00 0.00
3.3 Are there written procedures
ensuring that all personnei
employed in the manufacturing
process have the proper education,
training, or experience needed to
perform the assigned functions?
1. Yes 82 67.90 55.42 78.26| 12 85.62 56.03 96.53] 51 57.02 43.93- 69.19; 2 45.80 12.12 83.82
2. No 27 2933 1938 41.74 2 1438 3.47 43.97] 33 38.40 26.63 51.72 3 5420 16.18 87.88
Not applicable 1 0.36 0.05 253 0 0.00 0.00 0.00 4 458 1.65 12.07 0 0.00 0.00 0.00
No answer 1 2.41 033 1571 0 0.00 0.00 0.00 0 0.00 0.00 0.00 0 0.00 0.00 0.00
(continued)
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Table E.3. Weighted Responses for Section 3: Personnel (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n =97) n=7)
95% Cl__ | 95% Ci 95% Cl 95% ClI
n % tow High| n % Low High| n % Low High| n %  Low High
3.4 Does plant management verify and
keep records that the procedures for
personnel on disease control,
personal cleanliness, and training .
are being followed?
1. Yes 79  67.54 5540 77.71 9 63.88 36.62 84.40| 42 47.92 35.28 60.83 2 45.80 12.12 83.82
2. No (Skip to question 3.6) 30 29.68 19.85 41.84 5 36.12 15.60 63.38f 42 4223 30.66 54.71 3 54.20 16.18 87.88
Not applicable 1 0.36 0.05 2.53 0 0.00 0.00 0.00 2 2.42 057 9.66 0 0.00 0.00 0.00
No answer ] 241 0.33 1571 0 0.00 0.00 0.00 7.44 1.39 31.38 0 0.00 0.00 0.00
3.5 {if 3.4 s Yes]
Are records made of any corrective
actions taken if procedures are not
followed?
1. Yes, for some piocedures 38 50.93 3700 64.71 6 65.43 32.07 88.35 22 46.04 2893 64.14 1 59.18 8.11 95.97
2. Yes, for all procedures 26 31.03 19.66 45.28 2 2305 567 59.89 12 35.02 1830 56.46 1 40.82 4.03 9189
3. No 13.53 6.04 27.61 0 0.00 000 0.00 6 1485 6.02 32.21 0 0.00 0.00 0.00
No answer 450 190 1031 1 11.52 1.49 5293 2 409 097 15.70 0 0.00 000 000
3.6 Are records maintained of personnel
education, training, or experience?
T Yes 82 69.97 57.61 79.98 11 78.60 49.84 93.13 55 58.57 4526 70.73 2 45.80 12.12 83.82
2. No (Skip to Seciion 4} 28 29.67 19.69 42.06 21.40 6.87 50.16 31 3897 2695 5251 3 5420 16.18 87.88
Not applicable 1 0.36 0.05 253 0 0.00 0.00 0.00 2 246 058 977 0 0.00 0.00 0.00

(continued)

N ST aT ol AN

A"

’

LT T DI e 0 A

IR Y- AN

(e S

2 Tued



| 3 5 |

Table E-3. Weighted Responses for Section 3: Personnel (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) (n=7)
95% ClI 95% Cl 95% ClI 95% CI
n %  Low High n % Low High n % Low High n % Low High
3.7 [f3.6is Yes]
How long are records of personnel
education, training, or experience
maintained?
1. Term of employment 52 6394 — -3 32723 — —a 31 50.06 — —a 1 59.18 — —2
2. ___Year(s) after expiration date 6 731 — —4 1 893 — -2 3 7.09 — —2 0 0.00 — —a
3. __ Year(s) from date of 3 321 — — 2 1830 — —a 3 1250 — —a 0 0.00 — —a
manufacture
4, Other 20 2517 — —a 3 28.09 — —3 14 21.56 — —a 1 40.82 — -—a
Don’t know 0 0.00 — —2 1 893 — —a 0 0.00 — —a 0 0.00 ~— -3
No answer 1 0.38 — —a 1 850 — —a 4 879 — —a 0 0.00 — —a
Mean years after expiration date 6 220 — 2 1 .00 — -2 3 397 — —a — — — —
3 418 — —3a 2 398 — —a 3 2.86 — —a — — — —

Mean years from date of

manufacture

aConfidence interval could not be estimated because there was only one observation (respondent) in a stratum for that question.

bCould not estimate because there were no respondents for that question.
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Table E-4. Weighted Responses for Section 4: Buildings and Facilities

Vitamins and Minerals Aminos/Proteins/Animal . Herbals and Botanicals Other
(n=118) Extracts (n = 16) n=97) n=7)
95% Cl 95% ClI 95% Cl 95% Cl
n % - Low High| n % Low High n % Low High| n %  Low High
4.0 Are raw materials, in-process
materials, or finished products
handled or stored at this plant or
site?
1. Yes 113  95.84 87.12 98.74 16 100.00 100.00 100.00f 91 95.14 89.30 97.87 5 70.88 30.42 93.13
2. No (Skip to Section 5) 5 4.16 1.26 12.88 0.00 0.00 0.00 6 4.86 213 10.70 2 29.12  6.87 69.58
4.1 What percentage o1 plants are
classified as owned vs. leased?®
(Include warehouse facilities located
at this plant.)
a. Owned 59 51.18 39.58 62.65 9 55.21 3093 77.23 46 48.85 35.67 62.19 4 83.72 36.26 97.89
b. Leased 54 48.82 37.35 60.42 4479 22.77 69.07 45 51.15 37.81 64.33 1 16.28 2.11 63.74
Owned Facilities
4.2 Are there written procedures on
maintenance of the grounds about
the plant?
1. Yes 36 58.27 41.61 73.24 4 4485 16.82 76.58 15 38.18 21.40 58.35 2 50.06 10.83 89.22
2. No 22 41.04 2614 57.79 5 55.15 23.42 83.18f 28 53.43 3542 70.59 2 49.94 10.78 89.17
Not applicable 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 1.89 0.25 12.85 0 0.00 0.00 0.00
Don’t know 1 0.68 009 4.79 0 0.60 0.00 0.00 0 0.00 0.00 0.00 0] 0.00 0.00 0.00
No answer 0 0.00 0.00 0.00 0 0.60 0.00 0.00 2 6.50 1.42 25.21 0 0.00 0.00 0.00

{continued)
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Table E-4. Weighted Responses for Section 4: Buildings and Facilities {continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) n=7)
95% ClI 95% CI 95% ClI 95% CI
n % Low High| n %  Low High n %  Low High % Low High
4.3 Are there written procedures on
general maintenance and sanitation
of the buildings, fixtures, and other
physical facilities of the plant?
1. Yes 49  80.52 64.18 90.51 6 66.49 31.36 89.61 27 6539 49.58 78.40 2 50.06 10.83 89.22
2. No 9 18.79 8.94 35.30 3 33.51 10.39 68.64 18 32.72 20.01 48.60 49,94 10.78 89.17
Not applicable 1 0.68 0.09 4.79 0 0.00 0.00 0.00 1 1.89 0.25 12.85 0 0.00 0.00 0.00
4.4 Are there written procedures on the
storage and use of cleaning and
sanitizing materials?
1. Yes 44 71.83 54.55 84.42 4 44.33 17.17 75.36 24  60.28 4459 74.12 50.06 10.83 89.22
2. No 14 27.49 15.01 44.87 5 55.67 24.64 82.83 21 37.83 24.20 53.69 4994 10.78 89.17
Not applicable 1 0.68 0.09 4.79 0 0.00 0.00 0.00 1 1.89 0.25 12.85 0 0.00 0.0Q 0.00
4.5 Are there written procedures on pest
controf?
1. Yes 47 78.30 61.17 89.20 6 67.54 33.45 89.59 27 63.97 47.84 77.46 2 50.06 10.83 89.22
2. No 11 21.02 10.25 38.27 3 32.46 10.41 66.55 18 34.14 20.94 50.36 2 49.94 10.78 89.17
Notapplicable i 0.68 0.09 4.79 0 0.00 0.00 0.00 0 0.00 0.00 0.00 0 0.00 0.00 0.00
No answer 0 0.00 0.00 0.00 0 0.00 0.00 0.00 I .89 0.25 12.85 0 0.00 0.60 0.00
(continued)
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Table E-4. Weighted Responses for Section 4: Buildings and Facilities {continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n =97) n=7)
95% Cl 95% Ci 95% Ci 95% C!
n % low High| n % Low High| n %  Low High %  Low High
4.6 Does plant management verify and
keep records that procedures for
buildings and facilities maintenance
are being followed?
1. Yes 45 78.78 63.12 88.95 6 67.01 3230 89.64; 21 53.13 36.05 69.50 50.06 10.83 89.22
2. No (Skip to Section 5) 14 21.22 11.05 36.88 32.99 10.36 67.70f 24 4498 28.97 62.11 4994 10.78 89.17
No answer 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 1.89 0.25 12.85 0.00 000 000
4.7 [If 4.6 is Yes]
Are records made of any corrective
actions taken if procedures are not
followed?
1. Yes, for some procedures 20 4410 26.86 62.90 4 66.15 24.63 92.12 10 37.66 1691 64.21 5918 7.93 96.06
2. Yes, for all procedures 19 39.53 23.38 58.34 1 1693 1.96 6753 22.84 790 50.54 40 82 3.4 S2.07
3. No 4 8.29 3.09 20.40 0 0.00 0.00 0.00 3 9.49 259 29.23 0.00 0.00 O.0v
No answer 2 8.08 1.64 31.70 1 1693 196 67.53 3 3001 7.73 68.69 0.00 0.00 0.00
Leased Facilities
4.8 What is the remaining term of the
lease?
Years (mean response) 49 3.64 — —a 5 1.0t — —-a 42 439 — —a 017 — -4
Open lease (%) 1 0.79 0.11 555 2 2796 6.95 66.85 3 5.18 1.62 15.36 — — —

(continued)

Aaning

’

. 9L, Ul Sadiy0el, Butinpenuepwy [0

P

IS

N8,

calile A

AT, g LGS



Si-3

Table E-4. Weighted Responses for Section 4: Buildings and Facilities (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
n=118) Extracts (n = 16) n=97) n=7)
95% Cli 95% C) 95% ClI 95% CI
n % low High| n % Llow High| n % low High| n % Low High
4.9 For leased facilities, who is primarily
responsible for maintaining the
grounds about the plant?
1. Plant management (lessee) 30 47.54 3097 64.67) 2 26.03 6.38 64.50| 16 36.74 20.08 57.32 0 0.00 0.00 0.00
2. Facility owner (lessor) (Skip to 23 47.65 3056 6530 5 73.97 35.50 93.62( 28 58.77 38.74 76.27 1 100.00 100.00 100.00
question 4.11)
No answer 1 4.81 0.63 28.80] O 0.00 0.00 0.00f 1 448 0.62 26.15 0 0.00 0.00 0.00
4.10 [If 4.9is 1 (lessee)]
For leased facilities, are there written
procedures on maintenance of the
grounds about the plant?
1. Yes ’ 12 32.86 13.84 59.86 1 51.23 5.68 94.82 23.82 6.97 56.62| —P — — —
2. No 17 66.03 39.32 85.36] 1 48.77 5.18 94321 9 40.46 16.60 69.87| —P — —_ —
No answer 1 111 015 7921 O 0.00 0.00 0.00 35.72  9.72 74.15| b — — —
(Skip to question 4.12) ’
4.11 [If 4.9 is 2 (lessor)]
Does plant management verify and
keep records that the facility owner
is properly maintaining the grounds?
1. Yes 30.08 11.82 5799} O 0.00 0.00 0.00 5 16.49 6.15 37.34 0 0.00 0.00 0.00
2. No 10 41.57 18.65 68.83] 3 56.70 19.82 87.40f 16 45.88 24.73 68.62 1 100.00 100.00 100.00
Don't know 0.00 0.00 0.00f O 0.00 0.00 0.00 1 3.07 0.38 20.75 0.00 0.00 0.00
No answer 28.35 9.73 59.22 2 43.30 12.60 80.18 6 3456 12.81 65.48 0.00 0.00 0.00

(continued)
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Table E-4. Weighted Responses for Section 4: Buildings and Facilities (continued)

(Skip to question 4.17)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n =97) n=7)
95% Cl 95% Ct 95% C! 95% Cl
n % low High| n % Llow High| n % Low High| n % tow  High
4,12 For leased facilities, who is
primarily responsible for general
maintenance and sanitation of the
buildings, fixtures, and other
physical facilities of the plant?
1. Plant management (lessee) 45 76.73 56.78 89.22 6 86.02 40.22 9825 33 7859 6324 88.68 0 0.00 0.00 0.00
2. Facility owner (lessor) (Skip to 8 1846 7.69 38.09 1T 13.98 1.75 59.78 12 21.41 1132 36.76 1 100.00 100.00 100.00
question 4.15)
No answer 1 4.81 0.63 28.80 0 0.00 0.00 0.00 0 0.00 0.00 0.00 0 0.00 0.00 000
4.13 [if 4.12is 1 (lessee)]
For leased facilities, are there written
procedures on general maintenance
and sanitation of the buildings,
fixtures, and other physical facilities
of the plant? . 4
1. Yes 27 48.54 32.12 65.29 1 1476 1.90 60.79 19 6591 4408 8259 _b — — —
2. No 17 50.77 3411 67.26 3  48.01 15.89 81.86 11 2798 13.39 49.39 b — — —
No answer i 0.69 0.09 4.88 2 3723 9.47 77.09 3 6.11 175 19.20f b — — —_
414 [If4.12is 1 (lessee)]
For leased facilities, are there written
procedures on the storage and use
of cleaning and saritizing materials?
1. Yes 26 47,97 29.87 66.62 2 3723 9.47 77.09 17 5110 28.66 73.10] _b — — —
2. No 17 50.41 31.94 68.76 3 48.01 15.89 81.86 13 42,79 21.82 66.72| _b — — —
No answer 2 1.62° 039 6.51 1 1476 1.90 60.79 3 6,11 1.75 19.20f _b — —_ —

(continued)
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Table E-4. Weighted Responses for Section 4: Buildings and Facilities (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) n=7)
95% Cl 95% ClI 95% Ci 95% Ci
n % Low High n % Low High n % Low High n % Low High
4.15 [if 41215 2 (lessor)]
Does plant management verify and
keep records that the facility owner
is properly maintaining the
buildings, fixtures, and other
physical facilities of the plant?
1. Yes 3 5768 — —a 0 0.00 — —3 3 2843 — —a 0 0.00 — —a
2. No 3 1238 — —a 1 100.00 — —4 8§ 6314 — —a 1 100.00 — —a
Don’t know 0o o000 — 9 0 000 — =2 o o000 — 2 0 000 — -*
No answer 2 2994 — —a 0 0.00 — —3a 1 8.43 — —a 0 0.00 — —4a
4.16 [If4.12 is 2 (lessor)]
Does plant management verify and
keep records that the cleaning and -
sanitizing materials used by the
facility owner are being properly
stored and used?
1. Yes 3 5768 — —3a 0 0.00 — —a 4 3650 — —a 0 000 — —a
2. No 3 1238 — — 1 100.00 — —a 7 5507 — —a 1 100.00 — —3a
Don’t know 0 0.00 — — 0 0.00 — —3 0 0.00 — —a 0 0.00 — —a
No answer 2 2994 — —4 0 0.00 — —a 1 843 — —4a 0 000 — —a
(continued)
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Table E-4. Weighted Responses for Section 4: Buildings and Facilities {continued)

A

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Cther
(n=118) Extracts (n = 16) (n = 97) in=7)
95% CI 95% Cl 95% C!} 95% CI
n % Low High| n % low High| n % Low Highi n % iow  High
4.17 For jeased facilities, who is
primarily responsible for pest
controf?
1. Plant management (lessee) 45 73.78 54.19 87.00 6 86.02 40.22 98.25] 31 74.24 57.86 85.81 0 0.00 0.00 0.00
2. Facility owner (iessor) (Skip to 8 21.41 9.49 41.46] 1 1398 1.75 59.78] 13 24.04 12.97 40.19] 1  100.00 100.00 100.00
question 4.19)
Not applicable 0 0.00 00 0.00 0 0.00 0.00 0.00 1 1.73 023 11.89 0.00 0.00 non
No answer 1 28.80 0 0.00 0.00 0.00 0 0.00 0.00 0.00 0.00 G.ou ERNY
4.18 [If4.17 is 1 (lessee,|
For leased facilities, are there written
procedures on pest control?
1. Yes 31 7157 50.67 86.05 53.49 17.43 86.24 12 42.87 2191 6675 — — — —
2. No 14 28.43 13.95 4933 46.51 13.76 82.57] 15 4895 26.64 71.69] — — —
No answer 0 0.00 0.00 0.00 0 0.00 0.00 0.00 4 8.18 2.72 2213 — - — —
(Skip to question 4.20)
4.19 [if 4.17 is 2 (lessor)]
Daes plant management verify and
keep records that the facility owner
is taking proper pest control
measures?
1. Yes 2 4104 — —a 0 0.00 — —2 4 3060 — —2 0 0.00 — —3a
2. No 6 5896 — -4 1 100.00 — —a 5 3657 — 4 1 100.00 — —4
Don't know 0 000 — 2 0 000 — —° 1 719 — —a 0 0.00 — —a
No answer 0 000 — 2 0 000 — 2 3 2564 — -2 0 0.00 — —

(continued)
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Table E-4. Weighted Responses for Section 4: Buildings and Facilities {continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
n=118) Extracts (n = 16) (n=97) (n=7)
95% ClI 95% Cl 95% Cl 95% ClI
n % Llow High| n % Low High|{ n % Low High| n % Low  High
4.20 Does plant management verify and

keep records that procedures for
buildings and facilities maintenance .
are being followed?
1. Yes 31 51.20 36.05 66.13 4 5934 23.71 87.27 2t 4850 30.10 67.33 0 0.00 0.00 0.00
2. No (Skip to Section 5) 20  34.37 19.75 52.70 3 4066 12.73 76.29] 22 47.96 29.51 66.99 1 100.00 100.00 100.00

Not applicable 0.00 0.00 0.00 0 0.00 0.00 0.00 1 1.73 023 11.89 0 0.00 0.00 0.00

Don’t know 0.00 0.00 0.00 0 0.00 0.00 0.00 1 1.80 0.24 1236 0 0.00 0.00 0.00

No answer 14.43 4.97 35.22 0 0.00 0.00 0.00 0 0.00 0.00 0.00 0 0.00 0.00 0.00

4.21 [If 420 is Yes]

Are records made of any corrective
actions taken if procedures are not
followed?
1. Yes, for some procedures 16 57.69 38.78 74.58 2 43.86 9.36 85.54| 11 4327 19.93 70.04{ —P — — —
2. Yes, for all procedures 11.37 4.19 27.35 1 3258 4.52 83.13 6 36.80 13.36 68.74] —b — —_ —
3. No 22.14 9.37 43.88 1 2356 290 76.06 3 1637 4.41 4536 b — — —

No answer 3 8.80 2.57 26.10 0 0.00 0.60 0.00 1 3.56 0.44 23.75{ —b —_ — —

2Confidence interval could not be estimated because there was only one observation (respondent) in a stratum for that question.

bCould not estimate because there were no respondents for that question.
€If 50% or more of the plant's facilities are owned, the respondent completed questions 4.2 through 4.7. If 50% or more of the plant’s facilities are leased, the
respondent completed questions 4.8 through 4.21. .
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Table E-5. Weighted Responses for Section 5: Equipment

At ANa e

St N

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n = 97) (n=7)
95% ClI 95% Cl 95% Cl 95% C1
n % Low High| n % Low High| n %  Low High % Low High
5.0 Is equipment at this plant or site
used to process raw materials, in-
process matenals, or finished
products? ‘
1. Yes 110 9292 83.08 97.23 14 85.08 55.60 96.29] 85 89.98 8273 94.40 6 82.42 34.78 97.63
2. No (Skip to Sec’ion 6) 8 7.08 277 1692 1492 3.71 44.40 121002 560 17.27 1 17.58 2.37 65.22
51 Are there written procedures on the
cleaning, samtizing, and
maintaining of equ pment and
utensils?
1 Yes 90 75.48 62.98 84.77 10 71.57 43.20 89.29] 62 71.69 5733 82.67 50.04 15.82 84.23
2. No (Skip to question 5.4} 20 2452 15.23 37.02 28.43 1071 56.80F 23 2831 17.33 42.67 3 4996 15.77 84.18
5.2 [If 5.1 is Yes] . )
Does plant management venfy and
keep records that these procedures
are being followed-
1. Yes 80 8490 71.29 92.72 9 90.19 53.60 98.65] 49 79.20 6476 88.75 2 72.01 18.43 96.70
2. No (Skip to question 5.4) 9 1437 6.72 28.09 0 0.00 0.00 0.00 12 19.84 10.49 3432 1 2799 330 8157
46.40 1 096 0.13 6.74 0 0.00 0.00 0.00

No answer

1 0.73 0.10 5.10

1 9.81 135

{continued)
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Table E-5. Weighted Responses for Section 5: Equipment

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
in=118) Extracts (n = 16) (n=97) in=7)
95% Ci 95% Cl 95% Cl 95% ClI
n % . Llow High| n % low High| n % Low High| n % Low  High
53 [(if5.2is Yes]
Are records made of any corrective
actions taken if procedures are not
followed?
1. Yes, for some procedures 30 34.67 22.70 48.95 4 4404 16.86 75.33 22 39.11 23.80 5691 O 0.00 0.00 0.00
2. Yes, for all procedures 37 50.16 36.82 63.47 3421 11.19 68.21 18 37.39 21.20 57.00} 2 100.00 100.00 100.00
3. No 13 15.18 8.24 26.28 1T 11.40 1.46 52.86 7 1080 483 2243 0 0.00 000 0.00
No answer 0 0.00 0.00 0.00 11035 1.44 47.81 2 1270 242 46.01( O 0.00 0.00 0.00
5.4 Does this plant validate that
equipment, instruments, and
controls are installed correctly?
1. Yes 67 57.08 45.33 68.08 11 79.27 51.39 93.26 63 74.18 59.58 84.84] 3 57.36 21.49 86.87
2 No 38 39.11 28.50 50.87 20.73 6.74 48.61 20 18.61 11.72 28.26] 2 28.63 6.77 68.92
No answer 5 3.81 1.53 9.14 0 0.00 0.00 0.00 2 721 1.32 3111} 1 14.00 1.83 58.68
5.5 Does this plant validate that
equipment, instruments, and
controls are used carrectly?
1. Yes 78  65.59 53.55 75.91 10 71.57 43.20 89.29 67 72.45 5598 84.47| 4 71.37  31.08 93.23
2. No 28 31.54 21.58 43.55 28.43 10.71 56.80{ 17 21.27 11.29 36.44 28.63 6.77 6892
No answer 4 2.87 1.02 7.81 0 0.00 0.00 0.00 1 6.28 091 3293] O 0.00 0.00 0.00
(continued)
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Table E-5. Weighted Responses for Section 5: Equipment

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
n=118) Extracts (n = 16) n=97) n=7)
95% CI 95% CI 95% Cl 959, Ct
n % Low High) n % Low High|{ n %  Low High % Low High

5.6 Does this plant validate the
equipment used in quality control?
Quality control equipment includes
automatic, mechanical, electronic,
and computer equipment, including
hardware and software.

1. Yes
2. No

No answer

77  65.52 53.07 76.16
28 29.18 19.25 41.60
5 530 1.80 14.57

64.89 37.65 84.98
28.43 10.71 56.80
1 6.68 0.93 35.29

58 68.03 53.62 79.67
21 20.73 13.18 31.06
6 1123 3.62 29.87

57.36 21.49 8687
28.63 6.77 6892
14.00 1.83 58.68
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Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n =97) n=7)
95% ClI 95% CI 95% ClI 95% Cl
n % Low High n % Low High n % Low High % Low High
6.1 Is there a unit or person responsible
for quality control?
1 Yes 106 84.50 72.91 91.70 12 76.10 50.63 90.82 82 86.81 78.38 92.27 70.88 30.42 93.13
2. No (Skip to question 6.4) 8 10.29 454 21.69 2390 9.18 49.37 3 344 1.10 10.27 11.54 1.53 52.22
Not applicable (Skip to question 3 296 0.62 12.89 0.00 0.00 0.00 6 512 226 1117 17.58 2.37 65.22
6.4)
No answer 1 2.25 0.31 14.71 0 0.00 0.00 0.00 6 464 2.02 10.29 0.00 0.00 0.00
6.2 [If 6.1 is Yes]
Are there written procedures on the
responsibilities and procedures
required of the quality control
unit/person?
1. Yes 86 84.39 73.75 91.23 9 72.16 40.22 90.90 54 67.43 52.82 79.29 41,90 10.00 82.40
2. No 15 12.26 6.18 22.87 8.23 1.07 42.62 25 29,58 18.07 44.44 41.81 9.96 82.35
No answer 5 3.35 1.26 8.60 2 19.61 4.89 53.63 3 299 094 9.07 16.28 2.1t 63.74
(continued)
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Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
n=118) Extracts (n = 16) (n=97) n=7)
95% ClI 95% Cl 95% ClI 95% Cl
n % * Low High{ n %  low High| n %  Lew High % Low  High
6.3*[If 6.1 is Yes]
For which of the fo.lowing does the
quality control unit/person have
responsibility and authority?
1. ApprovaVﬁﬂecnon of cleaning 75 70.63 58.49 80.41 9 72.16 40.22 90.90 60 70.62 56.10 81.89 75.20 24.16 96.65
and maintenance procedures
2. Approval/rejection of 88 B86.60 77.24 92.48 10  80.39 46.37 95.11 73 91.11 8327 9547 82.99 35.04 9778
procedures, specifications,
controls, tests, and examinations
for purity, quality, and
compaosition
3 Approval/rejectfon of raw 88 81.59 69.79 89.47 11 88.62 50.54 98.34 74 8217 62.39 92.76 82.99 35.04 9778
materials )
4. Approva’/rejectson ofpackagmg 83 73.37 60.77 83.04 11 88.62 50.54 98.34 66 75.29 60.45 85.86 100.00 100.00 100 00
materials
5. ApprovaVrejecton Of|abe|ing 82 76.21 64.37 85.03 11 91.77 57.38 98.93 66 76.84 6216 87.01 58.92 1805 90.4¢
6. Approval/rEjeCton of finished 92 86.42 75.92 92.77 11 91.77 57.38 98.93 67 83.67 73.04 90.65 83 72 36.26 97.89
dietary products
7. Other 6 369 156 8.47 0 0.00 0.00 0.00 3 304 099 893 24.80 3.35 75.8+4
No answer 7 5.41 2.44 11.56 0 0.00 0.00 0.00 2 198 048 7.83 0.00 0.00 000

{continued)
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Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations {continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) n=7)
95% C1 95% Cl 95% Cl 95% ClI
n % low High| n % low High| n % Low High| n %  Low High
6.4 Does this plant require suppliers to
provide a Certificate of Analysis?
1. Yes, from some suppliers 22 17.67 10.39 28.42 29.58 12.82 54.55] 44 4191 30.04 54.80f 2 29.12  6.87 69.58
2. Yes, from all suppliers 83 70.67 58.93 80.19 9 5549 31.66 77.04f 30 33.66 2290 46.42f 3 41.76 13.14 77.26
3. No, do not require CofA from 3 294 0.61 1290 1 6.26 0.83 34.72 13 1089 6.14 1857 O 0.00 0.00 0.00
any suppliers (Skip to
question 6.7)
4. Do not receive ingredients (Skip 7 527 195 13.43 0 0.00 0.00 0.00 2 6.93 138 2832 1 11.54 1.53 52.22
to question 6.7)
Don’t know 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1.72 042 680 O 0.00 0.00 0.00
No answer 3 3.46 0.84 13.08 8.66 1.25 41.58 6 490 2.14 10.80f 1 17.58 2.37 65.22
6.5 [If 6.4 is Yes)
Does this plant verify the reliability
of the suppliers’ Certificate of
Analysis?
1. Yes 78 76.87 65.09 85.55| 10 72.25 44.68 89.35| S50 73.11 61.11 8247 3 66.70 25.15 92.28
2. No (Skip to question 6.7) 26 22.85 14.20 34.65 27.75 10.65 55.32| 23 26.07 16.89 37.97] 2 33.30 7.72 74.85
i 0.28 004 198 0 0.00 0.00 0.00 1 0.82 0.11 574 0O 0.00 0.00 0.00

No answer

(continued)
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Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued}

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) n=7)
95% Cl 95% CI 95% CI 95% Ci
n % Low High| n % Low High| n % Low High| n % Low  High
6.6% I 6.5 is Yes]
How is reliability of the suppliers’
Certificate of Analysis verified?
1. Conduct on-site review of 39  44.79 31.51 58.85 3 30.09 9.46 63.95 18 39.07 22.89 58.08] 2 62.82 11.47 95.66
suppliers’ operations
2 Perform tests in-house to confirm 46 54.50 40.61 67.73 7 6991 36.05 90.54; 26 55.00 3692 71.85} O 0.00 0.00 0.00
results
3. Use off-site laboratory to confirm 52 66.75 52.52 78.47 7 70.84 38.04 90.58 37 7099 51.10 85.14] 3 100.00 100.00 100.00
results
4. Regquire suppliers to conduct 32 46.77 33.45 60.57 2 2037 4.88 56.07 19 42.87 25.47 62.23] 1 37.18 4.34 8852
tests as part of supply
specifications
5. Standard reference materials 32 38.43 2581 52.81 20.37 4.88 56.07 19 30.46 18.01 46.63] 1 25.64 3.14 7858
6. Other 5 509 1.66 14.55 0.00 0.00 0.00 1 8.45 1.22 4092 0.00 0.00 0.00
No answer 1 1.28 017 8.77 0.00 0.00 0.00 2 3.04 0.74 11.67 000 0.00 0.00
6.7* Does this plant conduct tests on any
raw materials?
1 Yes, in-house 67 53.90 42.55 64.86] 10 61.18 36.12 81.46( 53 52.06 3936 64.50| 3 46.70 15.70 80.47
2. Yes, off-site 68 5691 4532 67.80 24.47 9.29 50.63] 45 4331 31.23 56.23] 3 41.24 1285 7697
3 No (Skip to question 6.14) 16 13.26  7.01 23.67 2 1195 3.15 36.18 16 1935 10.27 33.47) 2 23.60 5.67 6138
Not applicable Skip to question 2 259 045 13.57 [ 8.66 1.25 41.58 4 340 125 890} O 0.00 0.00 0.00
6.14)
No answer 2 312 0.67 13.41 1 6.26 0.83 34.72 6 467 204 1037} 1 17.58 237 6522
(continued)
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Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

5

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) (n=7)
95% ClI 95% ClI 95% Cl 95% Cl
n % Llow High| n % Low High| n % low High| n %  Llow High
6.8 [If 6.7 is Yes)
What percentage of raw materials
are sampled and tested? (Provide
average for all raw materials.)
% of lots (mean response) 98 68.52 58.25 78.801 12 77.81 61.56 94.06f 65 6404 51.27 76.82( 3 36.66 0.00° 80.08
6.9* [ 6.7 is Yes]
Which of the following testing
techniques are used to confirm
identity of ingredients for raw
materials?
1. Physical 88 89.36 78.48 95.08 10 83.27 51.35 95.91 56 71.74 52.91 85.15( 2 59.76 17.66 91.14
2. Chemical 81 8547 75.03 92.00 9 75.49 45.09 92.04] 30 46.91 32.58 61.77| 2 50.50 11.47 88.93
3. Microbiological 55 59.86 47.27 71.27 42,03 1821 70.24} 28 49.81 3567 63.98] 2 40.24 8.86 82.34
4. Visual (macroscopic or 66 6991 58.15 79.52 9 75.10 43.88 92.08{ 57 77.67 60.08 8893 2 49.50 11.07 88.53
microscopic)
5. Organoleptic 52 49.33 36.94 61.79 2490 792 56.12 42 57.78 4253 71.67} 1 29.88 3.92 81.64
6. No tests are conducted to 1 2,78 037 17.84 0 0.00 0.00 0.00 1 1.22 0.7 8.28] 0 0.00 0.00 0.00
confirm identity of ingredients
7. Other 6 548 1.76 15.77 1 7.78 1.08 39.36 6 6.74 286 15.09] O 0.00 0.00 0.00
No answer 0 000 000 0.00 ¢ 000 0.00 000 1 0.85 0.12 598 0 0.00 0.00 000
(continued)
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Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations {continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) n=7)
95% ClI 95% ClI 95% Ci 95% Cl

n % Low High| n % Low High| n % Low High] n %  Low High

6.10* [If 6.7 is Yes]
Which of the follow ing testing
techniques are usec for detecting
contamination of raw materials?

1 Physical 69 71.14 59.13 80.78; 10 83.66 51.83 96.06] 43 5197 37.20 66.41] 3 80.38 29.77 97.54

2. Chemical 57 58.33 45.63 70.01 7 59.15 31.25 82.19f 26 39.57 25.86 55.15{ 1 20,61  2.61 71.53

3. Microbiological 74 71.89 58.67 82.16 8 67.32 37.65 87.54; 43 68.88 56.60 78.98] 3 70.12 18.36 96.08

4. Visual (macroscopic or 70 7356 61.75 82.74 8 67.32 3765 87.54] 55 7475 57.62 86.57; 2 4950 11.07 88.53
microscopic)

5. Organoleptic 39 3947 27.83 52.43 1 7.78 1.08 39.36] 39 54.87 3993 6898 1 2061 261 71.53

6. No tests are corducted to detect 3 3.97 09 1571 0 0.00 0.00 0.00 0 0.00 0.00 0.00f O 0.00 0.00 0.00
contanunation

7. Other 3 132 044 3091 1 7.78 108 39.36 2 237 057 9311 0 0.00 0.00 0.00
No answer i 1.07 015 7.38 0 0.00 0.00 0.00 1 0.85 0.12 598} 0 0.00 0.00 0.00

6.11 [If 6.7 15 Yes)
Does this plant conduct chemical
tests to determine potency of raw

materials?

1. Yes 71 72.17 59.45 82.10 8 67.72 3899 87.32 29 38.41 2594 52.61 1 29.88 392 81.64

2 No 26 2676 1699 39.47 4 32.28 12,68 61.01 39 51.80 37.23 66.07 3 70.12 1836 9608
No answer 1 1.07 0.15 7.38 0 0.00 0.00 0.00 3 9.79 2.12 3529 © 000 000 000

(continued;
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Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) (n=7)
95% Cl 95% ClI 95% Cl 95% CI
n %  Low High| n %  Low High n %  Low High n % Low High
6.12 [If 6.7 is Yes]
For the most recent tiscal year,
approximately what percentage of
raw materials was rejected because
of the wrong identity,
contamination, or potency?
% of lots (mean response) 98 3.08 1.79 4.37 12 1.52 O.OOb 3.12|] 66 430 2.39 6.21 4 0.21 O.OOb 0.58

6.13 [If 6.12 > 0]
What was the reason(s) for the
rejection? (mean response in %)

1. Microbial contamination 65 3476 2437 45.15 7 47.77 11.42 84.11| 48 20.78 10.31 31.26| 1 100.00 100.00 100.00

2. Pesticide, herbicide, fungicide 65 084 0.00° 1.89 7 724 000° 21.11] 48  3.13 033 594| 1 0.00 0.00 0.00
contamination

3. Other chemical contamination 65 494 103 885 7 14.48 0.00° 42.21] 48 1.16 0.00° 2.65 1 0.00 000 0.00
4. Wrong ingredient 65 14.03 7.60 2047 7 000 0.00 000/ 48 2513 1371 3657 1 0.00 0.00  0.00
5. Subpotency 65 23.11 1326 3296/ 7 3052 2.11 5892 48 2586 15.84 35.88| 1 0.00 0.00  0.00
6. Superpotency 65 152 006 298] 7 000.000 000 48  2.14 000 564 1 000 0.00 0.00
7. Aflatoxin or other toxin 65 085 000b 230 7 000 000 000/ 48  1.16 0.00° 2.68| 1 0.00 0.00  0.00
8. Other 65 19.93 12.23 27.64| 7 000 000 000| 48 2062 838 32.86f 1 0.00 0.00  0.00

(continued)
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Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations {(continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) n=7)
95% ClI 95% Ci 95% Ci 95% Cl
n % low High| n %  Low  High n %  Low High %  Low  High

YDA IRIAL 1Y ASA IAC

6.14 Does this plant conduct tests on
any in-process materials and/or
finished products?

1. Yes
2. No (Skip to question 6.21)

Not applicable Skip to
question 6.21)

No answer

92 75.01 63.15 84.02
22 19.81 11.87 31.20
3 292 061 129

1 2,25 0.31 1471

12 75.82 4943 90.96
2418 9.04 5057
0.00 0.00 0.00

0 0.00 0.00 0.00

54 54.06 41.20 66.40
32 36.33 24.43 50.17

6 552 240 1219

5 409 1.67 9.68

58.82 23.07 87.19
23.60 5.67 61.38
0.00 0.00 0.00

17.58 2.37 6522

<
Rivs

ANGITIY Dede o

6.15 [If 6.14 is Yes]
What percentage of in-process
materials and/or finished products
are sampled and tested?

In-process materials: % of batches
(mean response;

Finished products: % of batches
{mean response:

91 55.38 43.74 67.02

91 64.52 53.18 75.85

12 5830 3493 81.67

12 86.95 69.90 100.00¢

52 60.06 4521 7491

52 66.02 52.70 79.33

73.11 28.75 117.46

4322 0.00P 87.63

(continued)
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Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) (n=7)
95% ClI 95% CI 95% Ci 95% CI
n % Low High| n %' LlLow High| n % Llow High| n %  Low High
6.16* [if 6.14 15 Yes]

Which of the following testing
technigues are used to confirm .
identity of ingredients for in-process
materials and/or finished products?
1. Physical 70 8095 71.76 87.67{ 9 75.60 44.41 92.32 36 60.90 43.47 7593 2 59.76 17.68 91.13
2. Chemical 65 72.29 59.13 82.47| 9 72.44 40.75 9094 22 45.06 30.23 60.82] 1 20.61  2.61 71.54
3. Microbiological 34 39.51 27.59 52.82| 6 48.42 22.47 75.25 18 38.63 23.80 55921 2 40.24 8.87 82.32
4. Visual (macroscopic or 58 6292 49.63 74.51] 7 59.84 31.08 83.12f 38 68.78 53.32 80.95| 3 70.12 18.26 96.10

microscopic)
5. Organoleptic 40  45.30 32.69 58.54] 2 19.68 4.89 53.88] 32 59.17 43.47 73.21 2 50.50 11.40 88.99
6. No tests are conducted to 1 0.33 0.05 233 1 7.88 1.08 40.03 2 319 077 1222) 0O 0.00 0.00 0.00

confirm identity of ingredients
7. Other 8 718 270 17.71} 0O 0.00 0.00 0.00 3 555 168 16.78/ 1 29.88 3.90 81.74

No answer 1 1.16 0.16 7.95] 0 0.00 0.00 0.00 3 715 203 2225 O 0.00 0.00 0.00

(continued)
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'S Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)
Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n =97) n=7)
95% CI 95% Cl 95% Cl 95% Cl

n % Low High n % Low High n % Low High n % Low High

6.17* {f 6.14 is Yes]
Which of the following testing
techniques are use.! for detecting
contamination of in-process
materials and/or finished products?

1. Physical 51 57.48 44.78 69.27| 8 67.72 38.28 87.65 33 5543 39.02 70.74) 2 §9.76 1768 91.13

2. Chemical 42 45.27 32.82 5834} 7 56.68 28.62 81.02 18 29.28 1783 44.14) 2 50.50 11.40 8899

3. Microbiologica. 66 7412 61.60 83.65] 6 48.42 22.47 75.25 32 6342 4894 75.83; 2 40.24 8.87 82.32

4. Visual (macroscopic or 51 59.71 46.59 7157} 7 59.84 31.08 83.12 37  69.57 54.41 81 41 3 70.12 18.26 96.10
microscopic)

5. Organoleptic 31 37.18 25.37 50.75 1 11.42 1.65 49.72| 30 56.34 40.56 7092 O 0.00 0.00 0.00

6. No tests are conducted to detect 4 3.60 129 9.66| 1 826 107 4283] 2 319 077 1222 0O 000 0.0 0.00
contamination

7. Other 0 0.00 0.00 000 @ 0.00 0.00 0.00 0 0.00 000 0.00f O 0.00 0.00 0.00
No answer 1 116 0.16 795 O 0.00 0.00 0.00 4 877 294 2337 O 0.00 0.00 0.00

6.18 {If 6,14 is Yes]

Does this plant conduct chemical

tests to determine potency of in-

process materials and/or finished

products?

1 Yes 68 78.14 6595 86.83; 8 65.32 37.76 85.39 27 5317 3769 68.06] 2 50.50 1140 8899

2. No . 23 2070 1224 32.82f 4 34.68 14.61 62.24] 24 39.69 26.23 54.91 2 4950 1101 88.60
No answer 1 1.16 016 795 O 0.00 0.00 0.00 3 7.15 2.03 2225 O 000 0.00 0.00

(continued)
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Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Vitamins and Minerals Aminos/Proteins/Animal - Herbals and Botanicals Other
(n=118) Extracts (n = 16) n=97) n=7)
95% ClI 95% CI 95% Cl 95% Cl
n % Low High| n % Low High| n % Low High| n % Low High
6.19 [If 6.74 is Yes]
For the most recent fiscal year,
approximately what percentage of
in-process materials and/or finished
products was rejected because of
the wrong identity, contamination,
or potency?
In-process materials: % of 71 1.57 0.54 2.59 9 13.899 o.00b 3527 41 1.37 0.78 1.95( 4 0.50 0.00 1.03
batches (mean response)
Finished products: % of batches 77~ 3.81 077 6.86 12 9.829 000 2572 46 323 0000 671] 3 0.29 0.00° 0.80
(mean response)
6.20 [If6.19 >0}
What was the reason(s) for the
rejection?
In-Process Materials (mean
responses in %)
1. Microbial contamination 34 13.72 0.00b 28.58 5 38.24 521 71.28] 23 35.70 5.92 65.49] 2 40.82 0.00° 100.00¢
2. Pesticide, herbicide, fungicide 34 0.08 0.00° 0.23 5 0.00 '0.00 0.00] 23 0.00 0.00 0.00} 2 0.00 0.00 0.00
contamination
3. Other chemical contamination 34 511 0.00 10.98 5 36.67 0.00P 80.54] 23 0.27 0.00b 0.80] 2 0.00 0.00 0.00
4. Wrong ingredient 34 1367 1.14 2620/ 5 185 000° 496 23 1207 006 2408 2 0.00 000 000
5. Subpotency 34 18.16 9.29 27.03 5 463 0.00b 12.41] 23 24,64 6.27 4302 2 59.18 0.00° 100.00¢
6. Superpotency 34 4.03 0.79 7.28 5 0.00 0.00 0.00| 23 0.72 0.00 2.8 2 0.00 0.00 0.00
7. Formulation with missing 34 8.74 2.54 1493 5 472 0.00® 10.88| 23 10.44 0.00b 21.78| 2 0.00 0.00 0.00
ingredient .
8. Aflatoxin or other toxin 34 0.00 0.00 0.00 5 0.00 0.00 0.00| 23 1.80 0.00° 5.45| 2 0.00 0.00 0.00
9. Other 34 36.50 20.57 52.43 5 13.89 0.00° 33.78| 23 14.35 0.00® 29.11 2 0.00 0.00 0.00

{continued)
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Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
n=118) Extracts (n = 16) n =97) n=7)
95% Cl 95% Cl 95% Cl 95% Cl
n %  Low High n % Llow High| n % W % Low  High
6.20 (continued)
Finished Products (mean responses
in %) '
1. Microbial contamination 47 10.26 2.65 17.88] 6 27.82 0.00° 57.31] 24 41.94 18.12 65.76 0.00 0.00 0.00
2. Pesticide, herbicide, fungicide 47 0.25 0.00b 0.75] 6 0.00 0.00 0.00] 24 0.79 0.00b 2.40 0.00 0.00 0.00
contamination
3. Other chemicai contamination 47 3.48 0.00° 732 6 1462 000 42.46] 24  1.03 000 2.72 0.00 000  0.00
4. Wrong ingredient 47 1357 455 22.60| 6 1975 0000 47.65[ 24 461 000" 10.45 100.00 100.00 10000
5. Subpotency 47 21,99 10.08 33.90! 6 9.38 0.00° 26.44] 24 32.23 9,79 54.67 0.00 0.00 000
6. Superpotency 47 5.15 0.72 9.57 6 0.00 0.00 0.00; 24 0.00 0.00 0.00 0.00 0.00 0.00
7. Formulation wi h missing 47 2.74 0.24 5.24 6 8.08 0.96 15.20] 24 0.00 0.00 0.00 0.00 0.00 0.00
ingredient
8 Aflatoxin or other toxin 47 0.00 0.00 0.00 6 0.00 0.00 0.00] 24 000 0.00 0.00 0.00 0.00 0.00
9. Other 47 42.56 28.22 56.89 6 2035 0.00° 46.18] 24 19.40 2.86 35.93 0.00 0.00 0.00
(continued)

’

ANA A,

ITas

S Y YV

A O R B L R e e e T

PN N P



S€-3

Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
n=118) Extracts (n = 16) (n =97) n=7)
95% Cl 95% ClI 95% Cl 95% CI
n % Ltow High| n % Low High| n %  Low High n %  Low High
6.21* Which of the following testing
methods are generally used for
testing of raw mater.als, in-process
materials, or finished products?
1. Association of Analytical 56 4523 34.12 56.83 9 55.21 3095 77.22 30 33.07 2233 4591 3 41.24 12.85 76.97
Chemists (AOAC)
2. U.S. Pharmacopeia (USP) 78 69.57 58.15 79.00] 10 61.18 36.12 81.46f 24 21.86 14.09 32.30{ 1 17.58 2.37 65.22
3. Food Chemical CODEX (FCC) 43 38.97 28.31 50.79 9 55.49 31.66 77.04 8 1006 475 2007 1 17.58 2.37 65.22
4. American Chemical Society 20 1522 8.93 24.73 3 1879 6.12 45.06 5 532 196 1363; O 0.00 0.00 0.00
(ACS)
5. In-house methods 67 5392 4230 65.12 10 63.58 38.22 83.12| 42 40.55 29.06 53.18] 1 17.58 2.37 65.22
6 Other 18 12.16 6.78 20.85 3 1764 569 43.18| 29 3546 2346 49.62| 2 23.67 5.68 61.47
7. No testing conducted 10 8.73 3.89 18.46 1 5.97 0.82 32.74 16 18.81 9.83 3299 1 11.54 1.53 52.22
(Skip to question 6.24)
Don’t know 1 1.86 0.26 12.07 0 0.00 0.00 0.00 0 0.00 0.00 0.00] O 0.00 0.00 0.00
No answer 2 259 — —€ 0 000 — —€ 6.21 — —€ 2 29.64 — —€
6.22 [If 6.2 is 1-6]
Does your testing policy specify the
use of standard reference materials?
T Yes 82 69.02 56.29 79.40 8 5236 28.04 75.61 44  53.10 39.52 66.23] 2 33.58 7.88 74.92
2. No (Skip to question 6.24) 17 20.01 11.56 32.38 6 4098 19.62 66.39( 27 3526 23.02 4979 2 33.50 7.85 74.87
Don't know 2 0.77 0.19 3.07 0 0.00 0.00 0.00 0 0.00 0.00 0.00f O 0.00 0.00 0.00
No answer 7 1020 4.40 21.87 1 6.66 0.88 36.48 10 11.64 5.88 21.76| 2 32.92 7.64 74.45
(continued)
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Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) (n=7)
95% Ci 95% Cl 95% CI 95% Cl
n % + Low High| n % Low High| n Yo tow High %  Low High
6.23* [If6.22 is Yes]
What is the source of the standard
reference materials¢
1. Compendial reference standard 64 83.30 71.50 90.85 75.73 37.50 94.19 18 47.12 30.29 64.64 5918 811 95.97
2. In-houseprimaryreferenCe 39 50.20 36.39 63.98 49.12 18.96 79.93 29 5713 3892 73.59 59.18 8.11 9597
materials
3. In-house Workingreference 42 46.39 33.33 59.98 4 49.12 18.96 79.93 24 49.48 32.00 67.09 59.18 8.11 9597
matenals
4  Other 10 7.97 410 14.94 0 000 0.00 0.00 2 4.07 101 14.97 0.00 000 0.00
No answer 1 3.57 0.47 22.42 0 0.00 0.00 0.00 2 7.01 1.54 26.62 40.82 4.03 91.89
6.24 Does your plant hold
representative reserve samples of
each batch manufactured?
1. Yes 95 77.41 65.74 85.95| 13 82.08 55.92 94.30 68 70.15 56.97 B80.66 4176 13.14 77.26
2. NO(SkiptoqueSﬁon 6.26) 14 14.35 7.57 25.53 3 17.92 5.70 44.08 18 20.24 11.06 34.12 40.66 12.63 76.46
Not applicable - Skip to question 3 292 061 1291 O 0.00 0.00 0.00 5 468 188 11.20 0.00 0.00 0.00
6.26)
No answer 6 532 194 1375 0 0.00 0.00 0.00 6 493 2.17 10.84 17.58 2.37 65.22

(continued)
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Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) n=97) n=7)
95% Cl 95% CI 95% ClI 95% ClI
n %  Low High| n % Low High| n % Llow High| n %  Low High
6.25 1if 6.24 is Yes)
How long do you hold
representative reserve samples?
1. year(s) after expiration date 42 4576 33.29 58.79 2 14.56 3.50 44.45 19 22.84 14.00 3498 2 70.97 17.69 96.53
2. year(s) from date of 42 42.3 30.34 55.24 8 62.55 34.82 83.93 36 59.47 4516 72.33 1 29.03 3.47 82.31
manufacture
3 Other 9 7.9 3.24 18.01 2 15.26 3.70 45.74 10 13.48 6.81 2493 0 0.00 0.00 0.00
Don’t know 0 0.00 0.00 0.00f O 0.00 0.00 0.00 1 1.83 0.25 12.19 0 0.00 0.00 0.00
No answer 2 4.03 0.85 17.06 1 7.63 1.00 40.41 2 240 059 9.28f 0 0.00 0.00 0.00
Mean years after expiration date 42 199 140 2.59 2 3.86 O.OOb 8.09 19 1.98 1.52 2.44 2 4.66 0.00b 10.81
* -Mean years from date of 42 452 3.81 5.22| 8 3.70 2.44 4.96 36 4.04 3.40 4.68 1 6.00 6.00 6.00
manufacture
6.26 Are there written procedures for
laboratory operations?
1. Yes 71 52.67 41,69 63.41 9 54,92 30.74 76.98 40 42,70 30.98 55.29] 2 29.70 7.11 69.99
2. No (Skip to question 6.31) 11 11.66 5.70 2235 3 ° 1792 570 44.08 17 1411 867 22.14] O 0.00 0.00 0.00
3. Do not have laboratory 31 31.28 21.42 43.19f 3 20.90 6.80 48.90 34 37.82 25.83 51.51 4 52.72 19.26 83.91
operations (Skip to Section 7)
Don’t know 0 0.00 000 000, O 0.00 0.00 0.00 1 1.28 0.18 8.7 0 0.00 0.00 0.00
No answer 5 439 1.38 13.04 1 6.26 0.83 34.72 5 409 1.67 9.68 1 17.58 2.37 65.22
(continued)
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Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
n=118) Extracts (n = 16) (n=97) n=7)
95% ClI 95% Cl 95% CI 95% CI

n %

Low High

n %

Low High |

n %  Low High

Y Low High

6.27 [If 6.26 is Yes]

Does plant management verify and
keep records that these procedures

are being followed?
1. Yes

2. No (Skip to question 6.29)

No answer

67 94.08 8491 97.82
3 427 132 1292
1 1.65 0.22 1113

7 77.72 40.58 94.69
22.28 531 59.42
0 0.00 0.00 0.00

33 78.82 59.24 90.50
6 16.07 6.57 34.27
1 511 071 28.77

100.00 100.00 100.00
0.00 0.00 0.00
0.00 0.00 0.00

628 [If6.27 15 Yes)

Are records made of any corrective
actions taken if procedures are not

followed?
1. Yes, for some procedures
2. Yes, for all procedures

3. No

25 36.14 22.79 52.05
36 56.18 40.82 70.44
6 7.67 3.26 17.03

4 55.99 21.28 85.69
44.01 1431 78.72
0.00 0.00 0.00

o

18 62.43 43.67 78.08
11 27.34 1449 4553
4 10.23 3.62 25.71

59.18 8.06  96.00
40.82 4.00 91.94
0.00 0.00 000

(continued)
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Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) (n=7)
95% Cl 95% Ci 95% CI 95% ClI
n % Low High| n % Low High| n %  Low High % low High
6.29* [if 6.26 15 Yes]
Do your written procedures for
laboratory operations include any of
the following?
1. Sample selection, method 64 89.99 75.01 96.42{ 9 10000 0.00 0.00( 33 8299 6597 92.47 100.00 100.00 100.00
description, validation of
methodology and results,
acceptance/rejection criteria,
and use of test results .
2. Methods for determining 54 80.44 66.54 89.48; 7 78.77 45.13 9436{ 29 71.86 53.79 84.85 100.00 100.00 100.00
ingredient identity and for
detecting adulteration
3. Tests to assess the stability 43 62.29 47.14 7537} 6 66.32 31,55 89.37| 20 54.07 3572 71.38 100.00 100.00 100.00
characteristics of products in
determining appropriate storage
conditions and expiration dating
(include testing conducted at
corporate headquarters)
4. Procedures for handling and 54 7879 64.60 8832| 6 67.37 33.51 89.42 26 67.99 4993 81.90 0.00 0.00 0.00
filing test records
No answer 1 0.64 009 445 0 0.00 0.00 0.00 2 7.08 1.54 27.10 0.00 0.00 0.00
{continued)
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Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n =97) (n=7)
95% Cl 95% ClI 95% ClI 95% Cl
n % Low High n % Low High n % Low High| n % low High
6.30 [If 6.26 is Yes)
How long are records for laboratory
operations retained?
1. ___ year(s) after expiration date 29 43.60 29.59 58.721 1 10.35 1.45 47.51 7 1283 585 25.85] 1 59.18 8.09 9598
2. ___vyear(s) from date of 28 38.17 25.06 53.26 5 55.44 23,78 83.22 23 64.16 47.05 7830| © 0.00 0.00 0.00
manufacture
3. Other 14 18.23 936 32.49 3 34.21 11.08 68.44 13.96 6.54 27.34] 1 40.82 4.02 91.91
No answer 0 0.00 0.00 0.00 0 0.00 0.00 0.00 3 9.05 254 2749] O 0.00 0.00 0.00
Mean years after expiration date 29 232 _a — 1 3.00 — _a 7 201 — _a 1 1.00 — _a
Mean years from date of 28 474 3.87 561 5 500 3.57 643 23 505 367 644 _f — — —
manufacture ]
6.31 [If6.261is10r2] ) A .
Does this plant verify and keep t
records that laboratory equipment 1s
calibrated correctly?
1. Yes 68 77.90 63.53 87.70 9 75.40 44.43 92.15 38 68.35 53.75 80.05{ 2 100.00 100.00 100.00
2. No 11 19.66 10.37 34.09f 2 16.01 4.07 46.11 19  31.65 19.95 46.25{ © 0.00 0.00 0.00
Don’t know 1 0.52 0.07 3.65 0 Q.00 0.00 0.00 0 0.00 0.00 0.00{ 0 0.00 0.00 0.00
2 1.93 042 8.33 1 8.60 1.11 44.15 0 0.00 000 0.00f O 0.00 0.00 0.00

No answer

aConfidence interval could not be estimated because there was only one observation (respondent) in a stratum for that question

bestimated confidence interval for lower bound was less than zero so we truncated the interval.

CEstimated confidence interval for upper bound was greater than 100 so we truncated the interval.

dOne respondent in the aminos/proteins/animal extracts category entered 100% for question-6.19 for both in‘process materials and finished products. The means
excluding this respor-se are 2.94 for in-process materials and 1.70 for finished products. (This respondent did not answer question 6.20.)

eConfidence interval cc uld not be estimated because of matrix conformability error.

fCould not estimate because there were no respondents for that question.
*Total may sum to greater than 100% because respondents could select more than one answer.
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Table E-7. Weighted Responses for Section 7: Production and Process Controls

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) (n=7)
95% Cli 95% ClI 95% Cl 95% ClI
n % Llow High| n % Low High n % Low High| n % Low  High
7.1 Are there written procedures for
receipt of dietary supplement
ingredients?
1. Yes 88 7437 62.79 83.30} 8 49.23 26.41 7238 55 6031 47.41 7192 1 17.58 2,37 65.22
2. No (Skip to question 7.6) 11 10.40 4.85 20.91{ 4 23.61 896 49.25[f 20 16.11 10.10 24.70] 2 29.12 6.87 69.58
3. Do not receive dietary 16 11.78 6.21 21.19 18.50 5.87 45.25 17 19.53 10.46 33.51} 3 35.73  11.21 70.99
supplement ingredients (Skip to
question 7.6)
No answer 3 3.46 0.84 13.08] 1 8.66 1.25 41.58 5 406 1.64 9.68f 1 17.58 2.37 6522
7.2 lif 7.1 is Yes]
Does plant management verify and
keep records that these procedures
are being followed? .
1. Yes 75 83.56 70.39 91.57 100.00 100.00 100.00| 46 82.82 67.98 91.63] 1 100.00 100.00 100.00
2. No (Skip to question 7.4) 13 16.44 843 29.61 0.00 0.00 0.00 8 1356 630 26.80 0.00 0.00 0.00
No answer 0 0.00 000 0.00] O 0.00 0.00 0.00 1 3.62 0.50 21.78 0.00 0.00 0.00
7.3 [If 7.2 is Yes)
Are records made of any corrective \
actions taken if procedures are not
followed?
i. Yes, for some procedures 34 43,79 30.10 58.50f 3 3699 1160 7242 23 41.39 2527 59.60! 1 100.00 100.00 10000
2. Yes, for all procedures 31 43.78 30.25 58.301 4 50.29 19.12 81.24 12 27.56 13.31 48.52f O 0.00 0.00 0.00
3. No 10 1243 6.24 2322 1 12.72  1.57 57.05 10 19.74 9.64 36.20{ O 0.00 0.00 0.00
No answer 0 0.00 0.00 0.00 O 0.00 0.00 0.00 1T 1131 1.70 4849 0 0.00 0.00 0.00
(continued)
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Table E-7. Weighted Responses for Section 7: Production and Process Controls (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) n=7)
95% Cl 95% CI 95% Ci 95% Ci
n % Low High{ n % Low High n % Low High % Low High
7.4* [If 7.1 15 Yes]
Do your written procedures for
receipt of dietary supplement
ingredients include any of the
following?
1. Written acceptance criteria for 70 73.47 59.38 83.99| 7 87.87 47.89 98.28 38 7261 57.42 83.90 0.00 0.00 000
dietary supplement ingredients
developed by a competent
indsvidual
2. Certificate of Analysis 84 97.55 92.68 99.21| 6  75.15 36.88 93.99] 42 80.14 66.46 8915 100.00 100.00 100 00
specifications
3. Representative sample and 55 60.59 46.85 72.85| 3 36.99 11.71 72.20f 26 50.76 3423 67.12 100.00 10000 100 00
authenticated plant reference
held in an environmentally
appropriate repository for each
receiving and production
lot/batch
4. Records linking the Certificate of 70 8139 69.11 89.52f 3 37.57 11.99 72.67) 40 76.93 62.50 86.97 100.00 100.00 100.00
Analysis to the identity of the
unprocessed raw material and to
the finished product
5. Records to trace and verify 5 7.65 259 2052( 0 0.00 0.00 0.00( 14 19.15 11.07 31.06 0.00 000 000
compliance with laws on harvest
of wildcrafted batanicals
6. Audit records concerning the 30 3773 2601 51.09| 4 5029 19.29 81.07] 14 27.53 14.45 46.06 100.00 100.00 100.00
reliability of supplier Certificate
of Analysis
17 21.31 12.24 3444 5 6184 2697 87.67 1 7.74 111 38.63 0.00 0.00 0.00

Records for souice of animal
derived materia:s or products

(continued)
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Table E-7. Weighted Responses for Section 7: Production and Process Controls (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) n=7)
95% Cl1 95% CI 95% ClI 95% CI
n % Low High| n % Low High| n %  Low High| n % Low High
7.4 [Continued]
8. Records for fish and fishery 1 0.47 0.07 335 1 1213 1.72 52.11 1 212 0.28 1414 O 0.00 0.00 0.00
demonstrating that FDA fish and
fishery products HACCP
regulations are followed
9. Records for raw materials to 50 53.75 40.46 66.52] 3 3699 11.71 72.20f 26 52.41 3585 68.46| 0 0.00 0.00 0.00
assure segregation of raw, in-
process, and finished product
and protection against
adulteration
No answer 0 0.00 000 000} O 0.00 0.00 0.00 1 3.62 050 2178/ O 0.00 0.00 0.00
7.5 [If 7.1 is Yes]
How long are records on receipt of
dietary supplement ingredients
retained?
1. year(s) after expiration 28 3225 2126 45.64| 2 2427 5.82 62.46] 15 2135 1217 34.72| 1 100.00 100.00 100.00
date
2. year(s) from date of 33 34.45 2319 47.78] 5 63.01 27.80 88.29| 25 5594 40.33 70.46] O 0.00 0.00 0.00
manufacture
3. Other 25 29.10 18.44 42.70] 1 12.72  1.60 56.59 11 1491 8.04 2599 O 0.00 0.00 0.00
Don’t know 1 3.03 041 1930} O 0.00 0.00 0.00 1 139 0.19 961 0O 0.00 0.00 0.00
No answer 1 1.17 0.16 8.04| O 0.00 0.00 0.00 3 6.41 1.79 20.40| O 0.00 0.00 0.00
Mean years after expiration date 28 236 — /@ 2 290 — -4 15 213 — -2 1 .00 — —
33 432 — | 5 25 498 — b — —

Mean years from: date of
manufacture

500 — —a

(continued)
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Table E-7. Weighted Responses for Section 7: Production and Process Controls (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) (n=7)
95% Cl 95% CI 95% CI 95% CI
n % Low High} n % Low  High n %  Low High %o Low  High

7.6

Are there written procedures for
production processes?

1. Yes 91 72.09 60.29 81.47| 10 61.18 36.12 81.46] 67 6871 5543 79.49 41.24 1285 7697
2 No (Skip to question 7.11) 7 465 1.58 12.90 2390 9.18 49.37 12 1162 634 2034 17.58 237 6522
3 No production processes 15  19.10 1099 31.10 1 6.26 0.83 34.72 13 1558 7.28 30.27 23.60 5.67 6138
conducted {Ski: to Section 8)
No answer 5 4.16 1.26 12.88 1 8.66 1.25 41.58 5 409 1.67 9.68 17.58 237 6522
7.7 [ 7.6 is Yes)
Does plant management verify and
keep records that these procedures
are being followed?
1 Yes 90 9879 91.74 99.831 10 100.00 100.00 100.00f 57 87.48 77.69 93.35 72.017 18.44 96.70
000 000 000 8 1001 492 1932 27.99 330 81.56

2. No (Skip to question 7.9)

No answer

1 .21 017 8.26
0 0.00 0.00 0.00

0.00 0.00 0.00

250 0.60 9.82

0.00 0.00 0.00

CNareries

78

[tf 7.7 15 Yes]

Are records made cf any corrective
actions taken if procedures are not

followed?
1. Yes, for some piocedures
2. Yes, for all procedures

3. No

36 4036 28.39 53.61
42 4792 35.62 60.49
12 1171 620 21.03

28.83 © 9.47 61.06
6 60.94 30.04 85.00
1 10.24  1.32 4938

31 58.04 4172 72.78
16 26.75 15.47 42.15
10 1521 7.77 27.65

0.00 0.00 0.00
100.00 100.00 100.00
0.00 0.00 0.00

(continued)
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Table E-7. Weighted Responses for Section 7: Production and Process Controls (continued)

Vitamins and Minerals
(n=118)

Aminos/Proteins/Animal
Extracts (n = 16)

Herbals and Botanicals

(n =97)

Other

(

n=7)

95% ClI

n %  Low High

95% CI

n % Low  High

95% ClI

) Low High

Yo

95% Cl

Low  High

7.9* [If 7.6 is Yes]
Do your written procedures for

production processes include any of

the following?

1.

Master production and control
records

. Batch production and control

records

Equipment use and cleaning
records, including dates of use
and product and lot number of
each batch processed

Records that demonstrate that

" automatic equipment, including

mechanical and electronic
equipment (computers), used in
the manufacturing process is
designed, installed, tested,
calibrated, validated,
maintained, and checked to
ensure that they are capable of
and are performing the intended
functions

. Records for reprocessing of a

product

Records to assure that correct
labels and labeling and safe
packaging materials are used

Records to permit tracking the
history of the manufacturing
process

83 90.02 77.22 96.01

88  95.66 82.56 99.03

77  81.59 68.84 89.90

46  49.03 36.39 61.79

66 71.65 58.21 82.09

80 87.61 76.42 93.92

87 9498 82.87 98.66

7 69.77 36.37 90.31
10 100.00 100.00 100.00

9 89.76 50.65 98.68

5 5024 2191 78.42

9 89.76 50.65 98.68

9 89.76 50.65 98.68

9 90.71 55.66 98.70

50

61

47

28

36

45

57

77.65 65.27 86.53

92.43 83.79 96.65

7498 63.17 83.97

43.67 29.44 59.03

54.31 39.20 68.67

67.35 51.09 80.29

86.70 75.79 93.14

1

3

2

2

1

2

2

29.40

100.00

72.01

.72.01

29.40

72.01

72.01

3.52 82.63

100.00 100.00

18.44 96.70

18.44 96.70

3.52 82.63

18.44 96.70

18.44 96.70

(continued)

adA | 12npo.4 Aa sunsay palysian — 3 xipuaddy



9-3

Table E-7. Weighted Responses for Section 7: Production and Process Controls (continued)

TatalaTel

=1

AR YAl TR TENY HP=Y

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16} (h=97) n=7)
95% Ci 95% CI 95% Cl 95% Cl
n % Low High| n % Low  High n % Llow High| n %  Low High
7.9 [Continued]
8. Reserve samples of each batch of 87  93.98 81.78 98.19) 10 100.00 100.00 100.00 54 83.17 72.01 90.48] 2 72.01 18.44 96.70
dietary supplement product are
retained and stored under
conditions consistent with the
product labeling
No answer 0 0.00 0.00 0.00f O 0.00 0.00 0.00 2 2,50 060 982 O 0.00 0.00 0.00
7.30 [If 7.6 is Yes]
How long are records on production
processes retained?
1. year(s) after expiration 32 35.82 24.38 49.12 2 1953 470 54.45 16 20.23 11.80 32.47| 1 42.62 6.20 89.29
date
year(s) from date of 39 42,66 30.42 55.87 6 60.00 28.78 84.77 38 63.86 50.02 75.72 i 29.40 3.52 82.63
manufacture
Other 18 1999 11.46 32.54 2 2047 494 56.05 8 9.68 4.78 18.62 1 27.99 3.30 81.56
Don't know 1 082 011 578 0O 0.00 0.00 0.00 0 0.00 0.00 000} O 0.00 0.00 0.00
No answer 1 0.71  0.10 496) O 0.00 0.00 0.00 5 623 254 14.49] O 0.00 0.00 0.00
Mean years after expiration date 32 236 —  —° 2290 — —4 6 300 -— -9 1 00 — =
Mean years from date of 39 442 — =2 6 500 — — 38 540 — -2 1 600 —  -=°
manufacture

(continued)




Lv-3

i

Table E-7. Weighted Responses for Section 7: Production and Process Controls (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) (n=7)
95% CI 95% CI 95% CI 95% ClI
n % Low High n % Low High n % tow High| n % Low  High
7.1 [if 7.6 is NOT 3]

Does this plant use production and
process controls that identify the
points, steps, or stages in the
manufacturing process to prevent
adulteration?
1. Yes 79 76.31 63.91 8542/ 10 65.27 39.09 84.62f 49 56.48 43.00 69.07] 3 61.88 19.92 9138
2. No (Skip to Section 8) 17 16.12 8.66 28.03 18.81 6.36 44.15{ 22 2545 1633 37.39] O 0.00 0.00 0.00

No answer 7 7.57 3.02 17.73 2 1592 395 46.57 13 18.07 857 34.17| 2 38.12 8.62 80.08

7.12* [If 7.11 is Yes]

Does this plant’s production and
process controls have specifications
that must be met for 1dentity, purity,
qualty, strength, and composition
of components, ingredients, or
dietary supplements and packing
and labeling materials?
1. Yes, for components 53 6696 52.62 78.71 5 51.18 23.27 7837 28 59.58 43.11 74.13] O 0.00 0.00 0.00
2. Yes, for ingredients 67 85.99 75.41 92.47 5 51.18 23.27 7837 40 83.60 70.06 91.73f 3 100.00 100.00 100.00
3. Yes, for dietary supplements 65 81.04 67.34 89.86 7 69.77 36.12 90.40] 31 61.29 4446 75.79] 1 37.18 4.57 87.97
4. Yes, for packing and labeling 49 64.01 49.90 76.05 8 7953 43.62 95.121 36 74.01 5779 8555 1 25.64 3.07 78.99

materials
5. No, none of the above 1 3.01 0.42 18.53 0 0.00 0.00 0.00 4 7.59 2.63 19.98] O 0.00 0.00 0.00

No answer 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 1.76 0.24 1194 0 0.00 0.00 0.00

{continued)
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Table E-7. Weighted Responses for Section 7: Production and Process Controls (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) n=7)
95% Cl 95% CI 95% ClI 95% ClI
n % . Low High n % Low High n % Low High n % Low High
7.13* [if 7.11 is Yes)
Does this plant conduct tests to
monitor the production and in-
process control points, steps, or
stages to ensure the identity, purity,
quality, strength, ar.d composition
of components, ingredients, or
dietary supplements?
1. Yes, for components 41 4587 32.55 59.80} 5 51.18 23.27 78.37}) 20 3497 2230 50.19} 1 25,64 3.07 78.99
2. Yes, for ingredicnts 50 61.22 4706 73.70{ 7 69.77 36.12 90.40{ 33 59.63 41.53 7544} 2 62 82 12.03 9543
3. Yes, for dietary supplements 53 64.83 5035 77.01 6 60.47 29.32 8494} 28 55.45 39.00 70.79| 2 62.82 12.03 95.43
4. No, none of the above 14 20.80 11.37 3497 1 9.76 1.39 45.36 7 1342 617 26.76] O 0.00 0.00 0.00
No answer 0- 060 000 000 O 0.00 0.00 Q.00 R .76 0.24 11941 O 0.00 0.00 0.00

aConfidence interval co ald not be estimated because there was only one observation (respondent} in a stratum for that question.

bCould not estimate bec ause there were no respondents for that question.

*Total may sum to greater than 100% because respondents could select more than one answer.
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Table E-8. Weighted Responses for Section 8: Warehousing

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) (n=7)
95% ClI 95% CI 95% CI 95% Cl
n % Low High| n % Low High i % Low High n % Low High
8.0 Does this plant or site have
warehouses to store raw materials,
in-process materials, or finished
products?
1. Yes 116 97.41 86.43 99.55| 16 100.00 100.00 100.00 92 9591 90.32 98.33 6 88.46 47.78 98.47
2. No (Skip to Section 9) 2 2.59 045 13.57 0 0.00 0.00 0.00 5 409 1.67 9.68 1 11.54 1.53 52.22
8.1* Does your warehouse have
temperature or humidity controls?
1. Temperature controls 82 73.34 62.15 82.17| 6 3940 18.80 64.60 61 68.84 56.27 79.14] 3 53.45 17.91 85.80
2. Humidity controls 25 27.33 17.81 39.49 0.00 0.00 0.00 14  13.11 7.37 22.26 0 0.00 0.00 0.00
3. No temperature or humidity 34 26.66 17.83 37.85) 10 60.60 3540 81.20] 31 31.16 20.86 43.73 46.55 14.20 82.09
controls -
8.2 Are there written procedures for -
storage procedures to control
against physical, chemical, and
microbial adulteration as well as
deterioration of the product and
container?
1. Yes 75 63.90 51.97 74.32 7 42.40 21.01 67.06 51 56.88 43.57 69.26 33.58 7.92 74.82
2. No (Skip to question 8.7) 41 36.10 25.68 48.03 57.60 3294 78.99 40 42.24 29.95 55.58 66.42 25.18 92.08
No answer 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 0.88 0.12 6.11 0 0.00 0.00 0.00
(continued)
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Tahle E-8. Weighted Responses for Section 8: Warehousing (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n =97) (h=7)
95% Cl | 95% Ci 95% ClI 95% ClI
n % Low High| n % Low  High n %  Low High| n % Low  High
8.3 (if 8.2 is Yes]
Does plant management verify and
keep records that these procedures
are being followed:
1. Yes 65 87.93 7433 94.82{ 7 100.00 100.00 100.00f 34 7435 59.84 84.94; 2 100.00 100.00 100.00
2. No (Skip to question 8.5) 10 12.07 5.18 25.67 0.00 0.00 0.00; 16 2451 1424 38.84| 0 0.00 0.00 0.00
No answer 0 0.00 000 0007 O 0.00 0.00 0.00 1 .13 015 796| 0 0.00 0.06 0.00
8.4 [If 8.3 is Yes]
Are records made of any corrective
actions taken if procedures are not
followed?
i. Yes, for some procedures 24 3293 20.10 48.93) 3 41.60 13.44 76.57 17 4884 27.43 7069 1 59.18 8.06 96.00
2. Yes, for alf procedures 36 58.05 42.12 72.46] 4 58.40 23.43 86.56 12 3354 15.83 57.52{ 1 40.82 4.00 9194
3. No 4 743 211 23.031 O 0.00 0.00 0.00 4 1224 392 32271 0 0.00 000  0.00
No answer 1 1.59 0.22 1079 O 0.00 0.00 0.00 1 538 0.74 3034| O 0.00 000 0.00
8.5 [If 8.2 15 Yes)
Do your written procedures for
warehousing include any of the
following?
1. Procedures and records for 68 9218 79.58 97.27] 7 100.00 100.00 100.00] 47 94.65 85.85 98.10} 2 100.00 100.00 100.00
forward and backward tracing of
product
2. Procedures and records for 55 66.53 50.93 79.20] 5 73.17 3621 9291 31 58.11 3942 74.73) 1 40.82 4.03 9189
salvaged products that include
product examination and
reprocessing as appropriate
No answer 3 2.03 062 649 0 0.00 0.00 0.00 3 4.22  1.29 1295| 0O 0.00 0.00 0.00
(continued)




Table E-8. Weighted Responses for Section 8: Warehousing (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) (n=7)
95% ClI 95% Cl1 95% ClI 95% CI
n % Low High| n % Low High| n % Low High| n % Low  High
8.6 [if 8.2 is Yes)
How long are records on
warehousing retained?
1. year(s) after expiration 25 3095 19.59 45.20 1 13.41  1.84 56.13 15 23.13 13.07 37.59| 2 100.00 100.00 100.00
date
2. year(s) from date of 24 30.63 18.80 45.72f 4 57.05 21.70 86.42 26 62.21 46.54 75.68| 0 0.00 0.00 0.00
manufacture
3. Other 20 3047 18.63 45.62] 2 29.54 7.21 69.35 6 8.84 386 1897| 0 0.00 0.00 0.00
Don’t know 0 0.00 0.00 0.00] O 0.00 0.00 0.00 1 1.61 0.22 11.011 0O 0.00 0.00 0.00
No answer 794 366 1637 O 0.00 0.00 0.00 3 422 1.29 1295] 0 0.00 0.00 0.00
Mean years after expiration date 25 203 — —a 1 500 — -* 15 315 — 212 1.00 — ~—3a
Mean years from date of 24 400 — —a 4 552 — -3 26 524 — —a|=b = — —
manufacture
8.7 Are there written procedures on
proper precautions to reduce the
potential for mix-ups or adulteration
or contamination of ingredients, raw
materials, or in-process formulations
{e.g., safety controls and operating
practices or separation of
ingredients)?
1. Yes 82 63.51 51.73 73.88/ 9 54.92 30.73 76.98 54 5959 46.11 71.76] 2 33.58 792 7482
2. No (Skip to Section 9) 28 27.42 1798 39.43] 6 36.42 16.87 61.78] 33 35.95 24.21 49.65| 4 66.42 25.18 92.08
Not applicable 2.66 046 1390] 1 8.66 1.25 41.59 2 1.79 043 7.09) 0 0.00 0.00 0.00
Don’t know 0 0.00 0.00 0.00f O 0.00 0.00 0.00 2 .79 043 709 0 0.00 0.00 0.00
No answer 4 6.41 219 17.29] 0O 0.00 0.00 0.00 1 0.88 0.12 6.11{ 0 0.00 0.00 0.00
(continued)

1S-3

2 vinuadriv

adAs mnnois Ao sunsav nawuSiasa



[E——

RS

cs-3

Table E-8. Weighted Responses for Section 8: Warehousing {continued)

Vitamins and Minerals Aminas/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) n=7)
95% Cl 95% Ct 95% CI 95% Cl
n % Llow High| n % Low High| n %  Low High % Low  High
8.8 [If 8.7 is Yes)
Does plant management verify and
keep records that these procedures
are being followed?
1. Yes 75 93.20 85.60 96.93( 8 89.12 51.06 98.47{ 44 83.52 69.69 91.79 100.00 100.00 100.00
2. No(SkiptoSecHon 9 6.80 3.07 14.40 ] 10.88 1.53 48.94 9 1494 7.11 28.72 0.00 0.00 0.00
No answer 0 0.00 0.00 0.00f O 0.00 0.00 0.00 1 1.54 0.21 10.52 0.00 0.00 0.00
8.9 [if 8.8 is Yes]
Are records made of any corrective
actions taken if procedures are not
followed?
1. Yes, forsomepxocedures 31 42.54 28.84 57.49 4 48.82 18.87 79.65 24 4429 2708 63.00 59.18 8.10 95.97
2. Yes, for all procedures 38 49.14 35.04 63.39] 3 38.38 12.47 73.15 12 29.03 14.22 50.25 40.82 4.03 9190
3. No () 8.31 3.20 19.90 1 12.79 162 56.68 7 1484 6.34 3099 0.00 0.00 0.00
No answer 0 0.00 0.00 0.00] O 0.00 0.00 0.00 1 11.83 1.78 49.83 0.00 0.00 0.00

aConfidence interval coald not be estimated because there was only one observation (respondent) in a stratum for that question,

bCould not estimate bec ause there were no respondents for that question.

*Total may sum to greaiar than 100% because respondents could select more than one answer
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Table E-9. Weighted Responses for Section 9: Consumer Complaints

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
n=118) Extracts (n = 16) (n=97) n=7)
95% CI 95% ClI 95% Cl 95% Cl
n % Low High| n % Low High| n % Low High| n % Low  High
9.1 Are there written procedures at the
plant or corporate level for handling
consumer complaints?
1. Yes 86 7455 63.17 8334/ 10 60.89 3542 81.55| 51 58.13 46.01 69.33| 3 41.24 1285 76.97
2. No (Skip to question 9.6) 29 2338 1490 34.72 39.11 18.45 64.58/ 43 39.50 28.65 51.49| 4 58.76 23.03 87.15
Not applicable (Skip to i 0.34 0.05 236 0 0.00 0.00 0.00 1 0.88 0.12 6.12] 0 0.00 0.00 0.00
Section 10)
No answer 2 1.74 043 6.72 0 000 0.00 0.00 2 1.50 036 6.06] O 0.00 0.00 0.00
9.2 [If 9.1 s Yes]
Does management verify and keep
records that these procedures are
being followed?
1. Yes 81 9298 81.55 97.55 9 90.19 53.57 98.65/ 45 91.58 81.41 96.43| 3 100.00 100.00 100.00
2. No (Skip to question 9.4) 5 7.02  2.45 18.45 1 9.81 1.35 46.43 6 842 357 1859] 0 000 0.00 0.00
9.3 [If 9.2 is Yes]
Are records made of any corrective
actions taken if procedures are not
followed?
1. Yes, for some procedures 31 41.87 28.80 56.18 5 5439 .24.10 81.75| 18 40.24 22.04 61.60 O 0.00 000 0.00
2. Yes, for all procedures 38  45.84 32.59 59.71 4 4561 18.25 7590 20 37.00 20.84 56.72] 3 100.00 100.00 100.00
3. No 121229 629 22.63 0 0.00 0.00 0.00 6 1215 486 2721 0 0.00 0.00 0.00
No answer 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 10.61 1.54 47.45] 0 0.00 0.00 0.00
{continued)
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Table E-9. Weighted Responses for Section 9: Consumer Complaints (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) n=97) n=7)
95% Cl 95% Cl 95% Cl 95% Ci
n %  Low High| n % Low High n % low High| n % Low  High
9.4* [If 9.1 is Yes]
Do your written procedures for
handling consumer complaints
include any of the following?
1. Procedures for handling all 83 9734 91.14 99.24 8 7991 4434 95.20f 47 9415 84.75 97.90{ 3 100.00 100.00 100.00
written and oral complaints
2. Records concerning the handling 75  83.17 69.03 91.64] 10100.00 100.00 100.00] 43 79.72 56.08 92.37} 2 72.01  18.40 96.71
* of complaints including any
investigations, investigation
findings, and follow-up action
taken
3. Procedures for requiring 15 16.82 9.07 29.07 1 934" 129 4472 5 9.22 3.32 23.09/ 0O 0.00 0.00 0.00
reporting of ser.ous adverse
events to FDA MEDWATCH
Don’t know 0 0.00 0.00 0.00 0 000 0.00 0.00 1 1.45 0.19 1001 O 0.00 0.00 0.00
No answer 0 0.00 0.00 0.00 0 000 0.00 0.00 1 145 019 1001 0 0.00 0.00 0.00
9.5 [ 9.11s Yes]
How long are records on consumer
complaints retained at the plant or
corporate headquarters?
1 year(s) after expiration 31 37.04 25.06 50.87 2 19.62 470 54.70 14 29.05 1429 50.15) 1 42.62 6.19 8932
date
2 year(s) from date of 23 28.48 17.65 42.52 6 59.81 28.88 84.51 18 3558 20.85 53.65f 1 29.40 351 82.67
manufacture
3. Other 30 30.66 20.14 43.68 2 20,57 502 5594 14 28.08 13.72 48.94| 1 27.99 3.29 81.60
Don’t know i 3.02 041 19.27 0 0.00 0.00 0.00 2 289 070 11.181 0O 0.00 0.00 0.00
No answer 1 0.80 0.11  5.61 0 0.00 0.00 0.00 3 440 1.35 13.44] 0 0.00 0.00 0.00
Mean years afte r expiration date 31 195 1.38 252 2 195 053 3.38] 14 3.04 1.63 445 1 1.00 1.00 100
23 451 3.89 5.14 6 4.51 3.09 5.92 18 397 3.24 4.69] 1 6.00 6.00 6.00

Mean years fro.n date of
manufacture

(continued)
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Table E-9. Weighted Responses for Section 9: Consumer Complaints (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) (n=7)
95% Cl1 95% ClI 95% CI 95% ClI
n % Low High| n % Low High| n % Low High| n %  Low High
9.6* What are your procedures for

handling adverse events associated
with consumer complaints?
1. Incident is reported to FDA 22 20.60 12.49 32.04 3 1850 5.87 45.25 12 1623 761 3131 O 0.00 0.00 0.00
2. Product is tested for identity and 86 73.09 61.39 82.27] 11 69.27 43.37 86.90{ 58 58.53 45.34 70.59{ 2 23.67 5.68 61.47

composition
3. Product is reformulated 36 32.09 22.60 43.32 1 6.26 0.83 34.72 ' 21 22,54 1292 3632 O 0.00 0.00 0.00
4. Product is recalled 68 59.29 4759 70.03] 12 75.24 48.75 90.66] 58 63.36 51.57 73.74] 2 29.70  7.11 69.99
5. Other 28 23.72 15.14 35.14 39.11 18.44 64.59] 22 20.92 1339 31.17) 4 58.76 23.02 87.16

Don'’t know 1 0.34 0.05 2.37 0.00 0.00 0.00] -1 0.85 0.12 591 O 0.00 0.00 0.00

No answer 2 147 036 5.86 1 6.26 0.83 34.72 9 899 443 17411 O 0.00 0.00 0.00

9.7 Does this plant have a recall

procedure in place? ,
1. Yes 95 80.84 69.74 88.53 15 93.74 65.28 99.17] 59 59.64 -46.42 71.60 41.24 12.84 76.98
2. No 18 16.47 9.27 27.57 1 6.26 0.83 34.72] 31 33.99 22.71 47.43 58.76 23.02 87.16

No answer 4 269 096 7.3t 0 0.00 0.00 0.00 6 6.37 2.63 1463] O 0.00 0.00 0.00

(continued)
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Table E-9. Weighted Responses for Section 9: Consumer Complaints (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) n=97) n=7)
95% Ci | 95% Ci 95% Cl 95% CI
n % Llow High| n % Low High| n % tow High| n %  Low High
9.8* Who evaluates reports on
consumer compiainis?
1. In-house medical personnel 14 1111 575 2040 1 569 079 31.30] 14 11,69 6.87 19.20] 2 29.64 7.09 69.94
2. In-house scientific personnel 56 46.04 35.04 57.44 6 3642 1687 61.78] 25 28.03 17.95 4095 2 29.70 7.11 69.99
3. In-house qualitv control 96 78.67 66.87 87.07 12 73.13 46.05 89.67| 65 6539 5192 76.77| 3 41.76 13.14 77.26
personnel
4. In-house regulatory affairs 41 33.45 23.57 45.02 6 3671 17.00 62.16} 17 16.06 9.60 25.63| 1 12.12 1.63 53.50
personnel
5. Outside contractor 13 1190 —2 2 0o o000 —2 A 11 922 -2 2 2 23.60 —& 4
6. Other 22 18.46 10.93 29.47 4  26.58 10.26 53.41 21 2321 13.50 36.93] 4 58.76 23.02 8716
Don’t know 1 226 031 1475 0 0.00 0.00 0.00 0 000 000 0.00f O Q.00 0.00 0.00
No answer 0 0.00 0.00 0.00 0 0.00 0.00 0.00 4 460 150 1319 0 0.00 0.00 0.00

aConfidence interval cc uld not be estimated because of matrix.conformability error.
*Total may sum to grea er than 100% because respondents could select more than one answer.
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Table E-10. Weighted Responses for Section 10: Your Plant

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) n=7)
95% ClI 95% CI 95% Ci 95% Ci1
n % Low High | n % - Llow High n % Low High| n %  Low High
10.1 What was the calendar year
during which this plant was
built? (If multiple buildings, use
date of oldest building.) :
Year (mean response) 105 1979 1976 1983 12 1972 1962 1982 74 1979 1975 1984| 3 1981 1964 1998
10.2 What was the calendar year
during which the dietary
supplement operations began at
this plant? (if multiple
buildings, use date of earliest
operation.)
Year (mean response) ) 107 1988 1986 1991f 14 1985 1978 19921 85 1991 1988 1994 5 1995 1995 1996
. 10.3 What is the total square footage
of this plant? -
Square feet (mean response) 110 93,846 46,297 141,395 14 66,028 19,580 112,475 77 27,515 12,529 42,501} 3 9,667 0.002 24,074
10.4 Are this plant’s facilities
connected to a city water
supply?
1. Yes (Skip to question 10.6) 102 8430 73.18 91.35] 11 69.27 43.63 86.77| 70 7833 69.03 8543| 3 41,76 13.14 77.26
2. No 11 9.66 4.56 19.32 4 2447 9.29 50.63] 21 16.51 10.54 24.94] 2 29.12 6.87 69.58
Don’t know 1 2.25 0.31 14.71 0 0.00 0.00 0.00 i 0.84 0.12 586 O 0.00 0.00 0.00
No answer 4 379 1.04 12.91 1 6.26 0.83 34.72 5 4.32 1.78 10.12) 2 29.12 6.87 69.58
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Table E-10. Weighied Responses for Section 10: Your Plant {continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) (n=7)
95% ClI 95% Cl 95% Cl 95% Cl
n % Low High | n % Low High | n % Low High| n %  Low High
10.5 [If 10.4 is No]
Is the water supply at this plant
potable?
1. Yes 9 73.05 19.08 96.89 4 100.00 100.00 100.00{ 15 72.15 4937 87.31 1 60.36 7.82 96.47
2. No 0 0.00 0.00 0.00 0 0.00 0.00 0.00 3 1393 417 37.55 1 39.64 3.53 92.18
Don’t know 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 509 0.63 31.23 0 0.00 0.00 0.00
No answer 2 2695 3.11 80.92 0 0.00 0.00 0.00 2 884 194 32177 O 0.00 0.00 0.00

10.6 Does your company own plants at
other locations?

1. Yes 38 30.70 21.32 4200 5 30.16 12.83 5588} 14 1386 770 23.68| 1 17.58 2.37 65.22
2. No 74 63.31 51.76 73.52] 10 63.58 38.47 82.98] 77 79.65 68.83 87.40] 6 82.42 3478 97.63
No answer 6 599 2.15 15.59] 1 6.26 0.83 34.72 6 650 269 1488( O 0.00 0.00 0.00

10.7 How many employees are currently

employed at this plant?
136.94 68.21 205.67( 14 65.14 26.67 103.601 88 32.87 13.00 52.75| 4 10.44 0.00% 27.47

1. Full-time (mean response) 112
2. Part-time (mean response) 53 2446 0.00° 49.64] 3 1626 000 4197| 49 433 247 6.19| 4 1.93 0.14 3.7
10.8 How many employees employed at

this plant are working in quality

control?

1. Full-time (mean response) 101 13.28 6.48 20.08| 14 5.82 2.84 §.801 72 264 198 3.31 3 1.75 0.008 4.18

2, Part-time (mean response) 43 311 093 529 6 194 073 3.15¢ 38 153 109 197 4 0.70 0.00% 1.46
(continued)
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Table E-10. Weighted Responses for Section 10: Your Plant (continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) (n=7)
95% Ci 95% Ci 95% ClI 95% Cl
n % - Low High| n % Low High { n % Low  High n %  Low High
10.9 For the most recent fiscal year,
provide the number of batches of
dietary supplement product by
product form.
Mean response in batches
a. Powder 86 95.00 62.44 127.56f 10 101.81 0.00% 224.87| 74 64.00 22.21 105.80| 5 1.19 0.01 2.36
b. Liquid 86 4898 12.86 85.11| 10 18.01 0.008 37.23} 74 90.64 52.72 128.57] 5 5.67 0.002 12.71
c. Paste 86 1.27 0.002 3.21] 10 0.09 0.00° 0.26] 74 1996 0.00° 5759 5 0.00 0.00 0.00
d. Capsule 86 126,77 78.88 174.67) 10 3.82 0.002 1046] 74 2529 4.2 46.46( 5 2.45 0.13 4.77
e. Tablet or caplet 86 166.60 101.32 231.87| 10 0.89 0.00° 2,60} 74 1856 3.18 33.94; 5 0.00 0.00 0.00
Gelcap 86 12.92 254 23.30{ 10 0.00 0.00 0.00{ 74 0.83 0.00° 1.87) 5 0.00 0.00 0.00
g. Other 86 7.36  0.29 14.44] 10 3.41 0.00° 8.46) 74 29.42 9,55 49.29] 5 0.98 0.002 2.78
h. Other 86 0.00 0.00 0.00( 10 0.00 0.00 0.00{ 74 6.13  0.002 1527{ 5 0.00 0.00 0.00
Total 86 458.92 334.11 583.72] 10 128.04 11.19 244,88 74 254.83 168.54 341.12] 5 10.29 0.87 19.70

(continued)
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Table E-10. Weighted Responses for Section 10: Your Plant {continued)

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other
(n=118) Extracts (n = 16) (n=97) (n=7)
95% CI 95% CI 95% Cl 95% CI
n % Low High| n %+ Llow High| n %  Low High n %  Low High
10.10 What were the gross sales revenue

for the dietary supplement
operations only at this plant for
the most recent fiscal year? ‘
1. Less than $500,000 22 1619 941 2645 5 30.45 12.83 56.56] 38 34.10 24.25 45.53] 4 58.76 23.03 87.15
2. $500,000 to just under $1 8 4.73 1.69 1259 3 18.21 595 43.91 15 2237 11.70 38.53 0.00 0.00 0.00

million
3. $1 to just under $2.5 million 13 1993 11.65 3197 1 8.66 1.25 41.58 14 1313 7.40 22.24 1 12,12 1.63 53.50
4. $2.5 to just under $5 million 8 749 3.15 16.75( 2 11.95 2.90 38.13 7 574 267 119N 0 0.00 0.06 0.00
5. $5 to just under $10 million 19 15.81 9.14 2595 0O 0.00 0.00 0.00 9 1014 392 23.78] O 0.00 0.00 0.00
6. $10 to just under $20 million 14 7.79 4.45 13.29 1 6.26 0.83 34.72 4 492 1.64 13.84} O 0.00 0.00 0.00
7. $20 to just under $50 million 11 11.04 552 2084} 1 6.26 0.83 34.72 4 470 157 13.24; O ~0.00 0.00 0.00
8. $50 to just under $100 million 4 216 0.75 6.07 0.00 0.00 0.00 0 0.00 0.00 0.00}; 0O 0.00 000 000
9. $100 to just under $500 8 7.51 3.40 15.80 0.00 0.00 0.00 0 0.00 0.00 0.00] 0 0.00 0.00 0.00

million
10.$500 million or more 0 0.00 0.00 0.00] O 0.00 0.00 0.00 0 0.00 0.00 0.00) © 0.00 0.00 0.00

Don’t know 1 0.87 0.12 6.02 1 569 0.79 31.29 0 0.00 0.00 0.00] O 0.00 0.00 0.00

No answer 10 6.47 3.40 1197 2 12.52  3.07 39.25 490 2.14 10801 2 29.12  6.87 69.58

Fstimated confidence 1 1terval for Jower bound was less than zero so we truncated the interval.
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Table E-11. Verbatims for Question 2.4: Why Does this Plant Not Follow Published GMPs?

Vitamins and Minerals
It is not a manufacturing facility. Just a sales and marketing site.
All products distributed are produced by other companies in facilities wholly within their control.
We sub-contract with packaging companies for actual supplement manufacturing. (We do not have production facility).
OEM customers do not want to pay for extensive costs, i.e., lab tests of raw materials even finished products.
Don’t manufacture—we rely on manufacturers.
Not a plant.
We do not manufacture products, we distribute finished products only.
Proposed rule making not finalized.
Very expensive—we are small.
We don’t manufacture.
Do not understand exact meaning.
© 7 We are not manufacturer in this place. Only office here.
| don’t manufacture anything or encapsulate anything—I’m not a plant.
Distribution only.
Limited resources.

We are strictly a distributor and rely on our vendors to have GMPs.

We are a business office.

Current operations have proven adequate and safe over many years. Thousands of satisfied customers with very few complaints.

Not economically feasible
Too costly to implement.

We handle 80-90% raw materials of herbs—only about 5 kinds of herbs that's all.

In development at this time.
Dietary supplement product lines are not extensive enough to warrant following a published GMP model.

{continued)
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Table E-11. Verbatims for Question 2.4: Why Does this Plant Not Follow Published GMPs? {continued)

Aminos/Proteins/Animal Extracts

Current program stronger than GMPs,

Not a manufacturer—only resell bulk ingredients.

We import products that are made overseas and depend on our suppliers to follow GMP standards.

Products produced by approved vendor.
We are not aware of published GMPs for importers who do not ever open drums. The producers follow published GMP.

We do not manufacture or bottle the product—Only private label and distribute.

Herbals and Botanicals
Not sure how GMFs apply to my company. Too busy struggling to survive to find out.

Our plant is staffed by only two people—myself and my wife. We simply warehouse and re-ship products which are packed by private companies.

Not familiar.

We manufacture single herb tea grown on our biological reserve. As a small company with one product that we control from seed to mature plant.

Not familiar with them.

Not required.

Too costly and unnecessary in our situation.

Not applicable—we don’t manufacture products.

Do not have enough information—will set up in 2000.

We do not manufacture.

We are just a sales and marketing office.

I don’t think they are adequate for botanical identity.

it doesn’t seem necessary. We know the contents/purity of the goods we make, and have our own standards for purity and sanitation.
Published procedures are generally not applicable or practical for an herbal manufacturing company of our size.

We do not trust the intent of the inspectors. We are afraid that they may acquire proprietary manufacturing practices from us.
I was told by an FDA staff member that GMPs did not apply to our operation.

Only because | dor't have a copy of published GMPs and didn't know where to access this information.

{continued)

PR N S

B B N A LT T R e,



Table E-11. Verbatims for Question 2.4: Why Does this Plant Not Follow Published GMPs? {continued)

Herbals and Botanicals (continued)

€9-3

Unavailable—guidelines not established.

GMP not readily available and the expense involved.

We are not a manufacturer and this is not a plant.

We are in the process of implementing new procedures.

We follow specific procedures defined by clients and we are using our own GMP system.

We feel we have GMPs in place. They just aren’t the GMPs that someone else established, they're are [sic] own.
Work in process. Goal to be by 6/2000.

None of the actual manufacturing done at this location.

We are not manufacturer. Our manufacturer follows China’s and/or Australia’s GMPs.

Raw ingredient supplier.

We are a distributor.

We are a farm and produce bulk herbs mostly.

Contract manufacturers—make and package our products—we repackage into point of sale displays only.

Other

Not a manufacturer.
Manufacturing is not done at this plant but items in question 2.3 are kept on file by our supplier.

We employ the services of contract manufacturers for all our products. Consequently, the questions in sections 3-7 are not applicable.

Local sanitation dept standards.
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