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February 15, 2012

Mr. Mark Siaiman

Boehringer Ingelheim Roxane, Inc. (BIRY)
P.0O. Box 16532

Columbus, Ohio 43216

#e: Boehringer Ingelheim Roxane, Inc.
Frankiin County, LQG  OHD 05883%32Y

Dear Mr. Slaiman:

Thank you for your assistance during my inspection visits to your Columbus facifity at 330
Cak Street on January 6, 2012, The purpose was 1o review your facility’s generation and
management of hazardous waste and universal waste. Ohio’s laws under Chapter 3745 of
the Ohioc Administrative Code and Chapter 3734 of the Ohio Revised Code establish a
system for safe and responsible management of these wastes. This letter summarizes the
inspection findings.

One violation was noted:

Weekly Container Accumulation Area Inspections, OAC rule 3745-66-74.
Container accumulation areas must be inspected weekly and documented in a log or
summary. -

Inspection log records indicated gaps of time consisting of greater than seven day
intervals during which the required inspections were omitted, including:

s November 24 to December 2, 2010;

e January 5 to 14, 2011;

e June 1010 24, 2011,

« November 23 to December 2, 2011; and
¢ December 22, 2011 to January 6, 2012,

A company document, “Notes for Weekly Reporting Log Sheet for Hazardous Waste
Room at Oak Street” (9/25/07), specifies the 7 day inspection frequency.

Please take steps to reinforce employee training and implement any other necessary
procedures fo ensure that this problem is corrected. Send a description of actions
taken to address this deficiency
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The foliowing observations, comments and/or suggestions are also offered:

« You mentioned company plans {o relocate the operations from this facility to a
different location in about a year. Enclosed is information on Ohio’s Cessation of
Regulated Operations requirements [OAC Chapter 3752-352], which may apply.

« Also, iffwhen the hazardous waste accumuiation area is ultimately closed, closure
standards set forth under OAC Rule 3745-66-11 will apply {per CAC Rule 3745-52-
34{AY 1)

tiook forward 1o receiving the requested compliance follow-up information from you within
14 days. Should you have any questions, please feel free to call me at (614} 728-3885.

Sincerely,
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J. David Hohmann

Environmental Specialist

Division of Hazardous Waste Management
Central District Office

o CDO File

JDHInsm - BIRENOV 2012

Notice; Chio EPA's faiture to list specific deficiencies/violations in this letter does not
relieve your company from having to comply with all applicable reguiations.




LARGE QUANTITY GENERATOR REQUIREMENTS

LQG: = 1,000 Kg. (~300 gallons} of waste in a calendar month or =1 Kg. of acutely hazardous waste in a calendar monih.
NOTE: To convert from gallons to pounds: Amount in gallons x Specific Gravify x 8.345 = Amounts in pounds.

Safety bquipment Used:

GENERAL REQUIREMENTS

1. | Have all wastes generated at the facility been adequately evaluated? [3745-52-11] Yes [0 No [ na T
2. | Ara records of waste determination being kept for at least 3 years? [1745-52-40(CY) Yes - No [ MA ]
3. | Has the generator obtained a U.S. EPA identification number? [3745-52-12] Yes [ No [ WA [
4. | Were annual reports filed with Ohio EPA on or before March 177 [3745-52-41(A)] Yes [-1 No 1 NA [
5. | Are annual reports kept on file tor at ieast 3 years? [3745-52-40(B)] Yes x| No ] Na [
6. | Has the generator fransported or caused fo be fransported hazardous waste io Yes ] No NA [
other than a facility authorized to manage the hazardous waste? JORC 3734.02(F )]
7. | Has the generator disposed of hazardous waste on-site without a permit or at Yes [ ] WNo N/a [
another facility other than a facility authorized to dispese of the hazardous waste?
[ORC 3734.02{E)&(F)
&. 1 Does the generator accumuiate hazardous wasla? ves [ wNo [ Na [
9. | Has the generator accumulated hazardous wasie on-site in excess of 90 days Yes [ 1 MNo B wia [
without a permit or an extension from the director ORC §3734 . 02(E}&(F)? _
10. | Does the generator treat hazardous waste in a: [ORC 3734.02(E)&(F)] [N/A, no treatment on site is performed]
1. | Does the generator export hazardous waste? If so: [N/A, no expori of HW] } Yes [ ] Ne Bl waA [
MANIFEST REQUIREMENTS ‘
12. | Have all hazardous wastes shipped off-site been accompanied by a manifest? Yag No [ NA [
(U.S. EPA Form 8700-22) [3745-32-20(A)(1)]
13, | Have items {1) through (20) of each manifest been completed? Yes K. No ] Na [
[3748-52-20(A)1)|&]3745-52-27(A)]
14. | Does sach manifest designate at least one faciity which is permitied to handle the | vyeas No ] Na [
waste? [3745-52-20(B)]
18, ¢ Hf the transporter was unable to deliver a shipment of hazardous waste to the Yes [ ] No [ NA X
designated facility, did the generator designate an alternate TSD facility or give the
transpaorter instructions {o return the waste? {3745-52-20(D)
16. | Have the manifests been signed by the generator and initial transporter? [3745-52- | veg No [] Na [
23(A)N1)8(2)] .
117. | If the generaior received a rejected ioad or residue and accumulated the waste on- | Yes [ ] No [ ] NA X
| site, did the generator sign item 18c or 20 of the manifest? [3745-52-34(M}]
“18. | If the generator did not receive a return copy of each completed manifest within 36 | ves ] No [] WA [X
days of the waste being accepted by the transporter, did the generator contact the
transporter and/or TSD facility to check on the status of the waste? [3745-52-
42(A)1)]
19. | If the generator has not received the manifest within 45 days, did the generator file | ves [ No {1 NA [X
an exception report with Ohio EPA? [3745-52-42(A)2)]
20. | Are signed copies of all manifests and any exception reports being retained for at Yes X No ] :N/A
least three years? [3745-52-40] .
PERSONNEL TRAINING
21. | Does the generator have a training program which teaches facility personnel Yes DJ No 1 NaA [T
hazardous waste management procedures (including coniingency plan
implementation) relevant to their positions? [3745-65-16(A)2)] RMK: li is known as
S.0.P. #048-WI-QAKOO7
22. | Does the personnel training program, at & minimum, include instructions to ensure | Yes [X] No [ NA [
that facility personnel are able to respond effectively tc emergencies involving
hazardous waste by familiarizing them with emergency procedures, emergency
eguipment and emergency systems (where applicable)? [3745-65-16(A)(3)]
23. | Is the personnel training program directed by a person trained in hazardous waste | ves X Mo [ ] NA [
management procedures? [3745-65-16{A}2)] RMK: Mark Slaiman + EH. & S. Staff
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24. | Do new employees receive training within six months after the date of hire (or Yes X No [ NA [T
assignment to @ new position)? [3745-65-16(B)]
25. | Does the generator provide annuai refresher training to empioyees? [3745-65- ves X No [ NA [
16(C)]
25. | Does the generator keep records and documentation of:
a. | Job titles? [3745-65-16(D)(1)] | Yes [9 WMo [ NA []
b. | Job descriptions? [3745-65-16(D)(2)] Yes [ No ] NA []
c. | Type and amount of fraining given to each person? [3745-65-16(D)(3)] Yes [0 No [ NA [
d. | Completed training or job experience required? [3745-85-16(D){(4)] Yes [ No [ nia [
27. | Are training records for current personnel kept until ciosure of the facility and are ves ] No [ wa [
training records for former empioyees kept for at least three'years from the date
the employee last worked at the facility? [3745-65-16(E)]
CONTINGENCY PLAN
28. | Does the owneroperaior have a contingency plan to minimize hazards to human ves B No ] NA [
health or the environment from fires, explosions or any unplanned release of
hazardous waste? [3745-65-51(A)
29. | Does the plan describe the following:
a. | Actions 1o be taken in response o fires, explosions or any unplanned release of | ves & nNo [ nNiAa [
hazardous wasie? [3745-65-52{A)
Arrangemenis with emergency authorities? {3745-65-52(C)) Yes No [ NA [
A current list of names, addresses and telephone numbers (office and home} of | ves [ No [ NA [
all persons gualified to act as emergency coordinator? [3745-65-52(D)]
d. | Alist of ali emergency equipment, includirig: location, a physical descriptionand | Yes X No [] NA []
brief outiine of capabilities? [3745-65-52(E))
e. | An evacuation plan for facility personnel where there is possibility that Yes No [] wa [
evacuation may be necessary? [3745-65-52(F)]
30. ! Is a copy of the plan (plus revisions) kept on-site and been given to all emergency | Yes No [ NA [
authorities that may be requested to provide emergency services? [3745-85-
53(A)&(B)]
31. | Has the generator revised the plan in response to rule changes, facility, equipment | vyes [ No [ NA [
and personnei changes, or failure of the plan? [3745-65-54]
32. | Is an emergency coordinator available at all times (on-site or on-cait)? [3745-65-55] | Yes No [ nNAa [
RMK: dialing x4444 gets fo Wilson Rd. personnel who will call the E.C.
EMERGENCY PROCEDURES :
33. | Has there been a fire, explosion or release of hazardous waste or hazardous Yes ] No X ~naA O
waste constituents since the last inspection? If so:
a. | Was the contingency plan impiemented? [3745-65-51(B}] Yes 1 No [ NA
Did the facility follow the emergency procedures in 3745-85-56(A) through (H)? vyes ] No T[] na K
Did the facility submit a report to the Director within 15 days of the incident as Yes [ ] Mo NA K
required by 3745-65-56(1)7? el
OAC 3745-65-51(B) requires that the contingency plan be implemented immaediately whenever a fire, explos.'on or
release OF hazardous waste or hazardous waste constituents, could threaten human heaith and the environment.
PREPAREDNESS AND PREVENTION
34. | Is the facility operated to minimize the possibility of fire, expiosion, or any " Yes No [V wa [
unplanned release of hazardous waste’? [3745-65-31)
g Does the generator have the foliowing equipment at the facility, if required due to actual hazards associated with
| the waste:
a. | Internal communications or alarm system? [3745-65-32(A)} RMK: P.A., alarm ves [ No [INA T
b. | Emergency communication device? [3745-85-32(B)] Yes [ No [ NA I
c. | Portable fire control, spill control and decon equipment? [3745-65-32(C)] Yes 4 Ne [ NA [
d. | Water of adequate volume/pressure per documentation or facility rep? {3745-65- | vyes [ Ne [ I 'NA [

32(D)]
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36. | Is emergency equipment iested {inspected) as necessary to ensure its proper ves [XI No [ na []
operation in time of emergency? [3745-65-33]
37. | Are emergency equipment tests (inspections) recorded in a log or summary? Yes B No [ NA [
[3745-65-33] ‘
38. | Do personnel have immediate access to an internal alarm or emergency Yes No [ ] NA []
communication device when handiing hazardous waste (unless the device is not
required under 3745-65-32)7 [3745-65- 14 AN
36, | If there is only one employee on the w1508, is there immediate access fo a Yes [ No ] Na [
device {2g., phone, hand heid two-way radio} capable of summoning extermnal
| gmergency assistance {unless not required under 3745-65-3217 [3745-65-34(B)]
40. | Is adequate aisle space provided for unobstructed movement of emergency or Yes B No [] Wi [
spill coniro! equipment? [3745-65-35]
41. ¢ Has the generator attempied to familiarize emergency authoerities with possible Yes No [ na [
hazards and facility layouts? [3745-65-37(A)
42. | Where authorities have declined to enter into arrangements or agreements, has ves [ No [] WA
¢ the generator documented such a refusal? [3745-65-37(B)]
SATELLITE ACCUMULATION AREA REQUIREMENTS
43. l Does the generator ensure that satellite accumuiation area(s):
a. | Are at or near a point of generation? [3745-52-34{C)(1)] Yes 4 MNo [ NA& [
b. | Are under the control of the operator of the procass generating the waste? Yes DO No T wNA [
[3745-52-34(C¥ 1 .
¢. | Do riot exceed a total of 55 gallons of hazardous waste per waste stream? Yes [0 No [ WA [0
[3745-52-34{C)} 1}
d. | Do not exceed one quart of acutely hazardous waste at any one fime? [3745-52- | ves DI No [ NA [}
34(CY1]]
e. | Containers are closed, in good condition and compatible with wastes stored in Yes ] No ] Nia [
them? [3745-52-34(C){1)(a)]
f. | Containers are marked with words “Hazardous Waste" or other words Yeg No [ ] Na [
identifying the contenis? {3745-52-34{C){1)(b)]
44. | Is the generator accumulating hazardous waste(s} in excess of the amounts listed | vgg No [ NA [
. in the preceding question? f so:
a. | Did the generator comply with 3745-52-34(A} 1} through (4) or other appilicable : yves No [ NA [
generator requirements within three days? [3745-52-34(C)(2)]
b. | Did the generator mark the container{s) holding excess with the accumulation ves X No [] Na [
date when the 55 gallon {one guart} limit was exceeded? {3745-52-34(C)(2)]
USE AND MANAGEMENT OF CONTAINERS IN <90 DAY ACCUMULATION AREAS
45. | Has the generator marked containers with the words “Hazardous Wasie?” [3745- Yes I No [J NaA [
52-34{A)3)] _
46. | Is the accumulation date on each container? [3745-52-34(A)2)] Yag Ne 1 Na [
47. | Are hazardous wasies stored in containers which are: :
a. | Closed {except when adding/removing wastes}? [3745-66-73(A)] ves [ No ] NA [
b. | In good condition? [3745-66-71) Yes D4 No ] NA [
c. | Compatible with wastes stored in them? {3745-66- 72] Yes [ MNo T4 Na ]
d. | Handied in a manner which prevents rupture/leakage? [3745-66-73(BY] Yes No L1 NA [
48. | Is the container accumulation areas(s) inspected weekly? [3745-66-74] RMK: Yes [ No NA [
There were a few gaps over 7 days noted.
a. 1 Are inspections recorded in a log or summary? [3745-66-74] Yes No [ 1NA [
NOTE. “Week” means 7 consecutive days per ORCE1.44(A).
49, . Are containers of ignitable or reactive wastes iocated at least 50 feet {15 meiers) Yes B No [ WA [
from the facility’s property line? [3745-66-78]
50. | Are containers of incompatible wastes siored separately from each other by Yes [X] No [ wa [

means of a dike, berm, wall or other device? [3745-66-77(C)} RMK: Safely cabingts
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[ 51. | If the generator places incompatible wastes, or incompatible wastes and materials | yes [ ] No 1 N/A
in the same container, is it done in accordance with 3745-65-17(B)? [3745-66- :
T7(AN

52. | If the generator places hazarcous wasie in an unwashed container that previously | yes [] No 1N K
held an incompatible waste, is it done in accordance with 3745-65-17(B)7? [3745- \‘
86-77(B)]

53. | If the generator has closed a <80 day accumulation area does the closure appear Yes [ No [ ] NA [

RBMI: Mot vet,

PRE-TRANSPORT REQUIREMENTS

54. i Does the generator packagefiabel its hazardous waste in accordance with the ves X No [ nA [
applicable DOT reguiations? [3745-52-30, 3745-52-31 and 3745-52-32(A)]

55. | Does each container <112 galions have a completed hazardous waste iabel? Yes B No [ NA []
[3745-52-32(B)]

56. | Before off-siie transportation, does the generator piacarc or offer the appropriate Yes 0 No [ NA [

| DOT placards o the initial transporter? [3745-52-33]
GERNERATOR LDR REQUIREMENTS
| GENERAL REQUIREMENTS 5
) If LDRs do not apply, does the generator have a statement that lists how the HW ves [ nNo [ NAa K
was generated, why LDRs don’t apply and where the HW went? [3745-270-07(A)T)]

2. Did the generator determine if the HW/soil must be treated to meet the LDR Yes X WNo [ wa T
treatment standard prior {0 disposai? Generator knowledge or testing may be |
used. [3745-270-07(A)1)] If not, ‘

a. ] Did the generator send the waste to @ permitted HW TREATMENT facility? ves X No [ NA O[]
13745-270-07(A)1 1

3. | Does the generator have documentation of how they determined whether the Yes D4 No [ NA [
HW/soil meets or does not meet the LDR freatment standard in 2, above? [3745- : ;
270-07(A)B)a) or 3745-270-07(A}BYb)]

4, Does the generator keep the documentation required in #2, above, on-site for at Yes No [ Na O
least three years from the last date the HW/soil was sent on-site/off-site. for
treatment/disposal? [3745-270-07(A)8)] : ;

5. LDae~3 the generator generate a listed HW that exnibiis a characteristic? If ves, Yes D No ] NA [ ‘

a. | Did the generator delermine i the listed MW exhibits a characteristic that is not Yes X No [ WA [
treated under the LDR {reatment standard for the listed HW? [3745-270-09(A)]

6. | Did the generaior determine if its characteristic HW contains underlying hazardous | ves [ No [} N/A
constituents that need to be treated? {3745-270-09(A)]

7. Did the generaior treat their HW /soil on-site to meet the LDR treatment standard? | ves ] No X NA [

8. Did the generator send a one-time L.DR notification form to the TSD with the first Yes X No [ na [
shipment to that facility? [3745-270-07(A)2)] RMK: Copies go with each shipment

a. ; If the generator chose not to make the determination of whether their waste must | veg 0 No [ NA [
be freated, did they send a notice o the TSD facility with each shipment? [3745-
| 270-07{A)2)] if s0, did the notice include:
i 1 Applicabie HW codes? ' Yes [X] No [ NA [
fi | Manifest number of the first shipment to the TSD? ves X No [ NA [
i | A statement that conveys that the HW may or may not be subject to the LDR | ves 71 No [ NA
treatment standards and the TSD must make that determination.”? RMK: All R
hazardous wastes are declared “not o meet treatment standards”

9. Did the generator resubmit the LDR nofification form to the TSD when the HW Yes No T[] Na [
changed or the generator used a new TSD7? [3745-270-07(A)2)] Co

1G. | Does the generator have a copy of the LDR notification form/notice on file? [3745- Yes & e~ ] NA [ |

: 270-07(A)2) :
a. lls (tii f?rmfnoti_ce kept on file for three years after iast HW shipped? [3745-270- Yes [ No [ NA [
| 07(AX8)] ) B
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NOTIFICATION FORM

11,

Does the LDR Natification form contain the following information:

a. : Manifest number of the first waste shipment {o the TSD7 [3745-270-07(A)2)] Yes X No [ NA [

b. | Appiicable wasie codes {includes characteristic codes for a listed HW if Yes [ No [ NA [
applicable)? [3745-270-07(AX2)]

c. | A statement that conveys that the HW is subject io LDRs and must be treafed 1o | vas No [ W& ]
meet LDR treatment requirements? [3745-270-07(A) 2}

d. | A designation of the HW as wastewater or non-wastewater? [3745-270-07(A)2)]

ves B4 No [ WA [

A wastewaler contains <1% by wi. fotal suspended sofids (TSS) and <1% by wi. TQC. If the HW status as a wasfewsaler

or non-wastewater is in question, it can be fested using for example, Standard Methods (SM) 760.2 for TSS, SW-846
method 8060a for TOC.

e. | Designation of the waste subcategory when applicable? [3745-270-G7(A)2)] Yeg No [ Na [T
f. | Alisting of the underlying hazardous constituents for which & characteristic ves [} No [] NA
wasie must be treated? [3745-270-07{A)N2)]
NOTE: Not required If the waste is high TOC DOCGT or the TSD fests fts trealment residues for all UHCs
g. | If the HW is FOO1-FO05 or FO39, did the gensrator note on the LDR form what Yes XK Ne [ sa [
solvents or constiluents, respectively, the waste containg and must be treated ; :
| for? [3745-270-07(AM2)
NOTE: Nof required if the TSD tests jis realment residues for all underlying hazardous conslituents,
FROBIBITED DILUTION
12. | Is the MW treated by burning?  If “No” go to #15. Cves [ No [ WA [
13, | Is the HW a metal-bearing HW? ' Yes [ ] No D4 Na [
14. | a. | Metal-bearing HWs cannot be incinerated, combusted or, blended and burned for fuel uniess gneg of the
{ollowing condifions apply. [3745-270-03(c]] RMIK: N/A
b. | If all responses to 14 a.l. through 14 a.v. are “No”, HW is being improperly | Yes [] No [ ] NA
treated by dilution, viotation of 3745-270-03(C). Is MW being treated by
dilution?
15. | Was the HW treated by wastewater treatment? RMK: & - ¢ = N/A

Yes [] No NiA ]
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