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Docket No. CAA-02-2011-120~ cP .... 

Administrative Complaint under 
Section 113 of the Clean Air Act, 
42 U.S.C. § 7413 

COMPLAINANT'S INITIAL PREHEARING EXCHANGE 

Pursuant to the request made by Hon. Susan L. Biro, Chief Administrative Law 
Judge, in the Prehearing Scheduling Order dated November 29, 2011, the Complainant 
in the above captioned matter hereby submits its Initial Pre-Hearing Exchange. 

1. 

(A)	 a list of names of the expert or other witnesses intended to be called at 
hearing, identifying each as a fact witness or an expert witness, a brief 
narrative summary of each witness expected testimony, and a curriculum 
vitae or resume for each identified expert witness, or a statement that no 
witnesses will be called; 

i.	 Carlos M. Rivera-Velazquez 
Environmental Scientist 
Multimedia Permits and Compliance Branch 
Caribbean Environmental Protection Division 
U.S. Environmental Protection Agency, Region 2 
1492 Ponce De Leon Avenue, Suite 417 
San Juan, P.R. 00907-4127 

Mr. Carlos M. Rivera-Velazquez has been working with EPA, Region 2, since 
November 2001, as an Environmental Scientist. Since November 2002, and at 
the time of the Inspection, and Issuance of the present Complaint, Mr. Rivera had 
been handling Clean Air Act inspections in the former Enforcement and 
Superfund Branch and now under the Multimedia Permits and Compliance 
Branch. Mr. Rivera has a Bachelor Degree with a Major in Environmental 
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Sciences and a Minor Degree in Chemistry from the Pontifical Catholic University 
of Puerto Rico where he graduated in 2000. 

Mr. Rivera will testify about the CAA Section 112(r) regulations and how they 
apply to Respondent's facility. He will testify as to the Inspection he conducted at 
Respondent's facility and the findings that lead to the issuance of the penalty 
complaint, including the violations alleged in the Complaint. He will also testify 
with regard to his knowledge and experience in calculating civil penalties for 
violations of the CAA Section 112(r) program and about the specific facts and 
circumstances in this case and how they were considered in supporting the 
calculation of the penalty assessed in the complaint (the reasoning behind the 
calculation of said assessed penalty and the appropriateness of the penalty 
according to the CAA statutory factors and applicable penalty policy). In his 
expected testimony, Mr. Rivera is expected to discuss and explain the 
significance of various exhibits Complainant intends to offer. 

ii. Neil Mulvey 
EPA Contractor 
NPM Environmental & Safety, Inc. 
Lauren Court 
Manalapan, NJ 07726 

Mr. Mulvey has 26 years of experience in environmental management and 
control, in the last 19 years specializing in process risk management and process 
safety. Mr. Mulvey has extensive experience in governmental and regulatory 
affairs at both the state and federal level, including risk management and process 
safety, emergency response, right-to-know, and air pollution control. Mr. Mulvey 
also has over 4 years experience in environmental affairs while working at a mid
size organic and inorganic chemical manufacturing facility. Mr. Mulvey was 
responsible for establishing the nation's first accidental release prevention 
program, the New Jersey Toxic Catastrophe Prevention Act (TCPA). The TCPA 
program was used as a model in developing other state risk management 
programs, including the states of California, Delaware, and Nevada. The 
Occupational Safety and Health Administration (OSHA) and U.S. Environmental 
Protection Agency (EPA) also used the TCPA program as a model in developing 
their respective Process Safety Management (PSM) and Risk Management 
Program (RMP) regulations. Mr. Mulvey has a Bachelors Degree in 
Environmental Science from Cook College, Rutgers University and graduated in 
1979. Also, Mr. Mulvey posses a Masters Degree in Environmental Engineering 
from the New Jersey Institute of Technology where he graduated in 1982. Mr. 
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Mulvey will testify about the inspection conducted at the facility and the findings 
of the inspection, including the violations alleged in the Complaint and his 
experience with the Risk Management Program and the regulations at 40 C.F.R. 
Part 68. Mr. Mulvey is expected to discuss and explain the significance of various 
exhibits Complainant intends to offer. 

Complainant intends to call Mr. Mulvey as an expert witness. 

iii.	 Francisco Claudio 
Chemical Engineer 
Multimedia Permits and Compliance Branch 
Caribbean Environmental Protection Division 
U.S. Environmental Protection Agency, Region 2 
1492 Ponce De Leon Avenue, Suite 417 
San Juan, P.R. 00907-4127 

Mr. Francisco Claudio has been working with EPA, Region 2, since April 17, 
1997, as an Environmental Engineer. Since April 1997, and at the time of the 
inspections, and issuance of the present Complaint, Mr. Claudio had been 
handling Clean Air Act inspections in the former Enforcement and Superfund 
Branch and now under the Multimedia Permits and Compliance Branch. Prior to 
working at EPA, Mr. Claudio served from 1989 to 1997 as the Director of the Air 
Quality Area at the Puerto Rico Environmental Quality Board. Mr. Claudio has a 
Bachelor Degree in Chemical Engineering from the University of Puerto Rico. 

Mr. Claudio will testify about the CAA Section 112(r) regulations and how they 
apply to Respondent's facility. He will testify as to the follow up inspections he 
conducted at Respondent's facility and the findings that lead to the issuance of 
the penalty complaint, including the violations alleged in the Complaint. He will 
also testify with regard to his knowledge and experience in calculating civil 
penalties for violations of the CAA Section 112(r) program and about the specific 
facts and circumstances in this case and how they were considered in supporting 
the calculation of the penalty assessed in the complaint (the reasoning behind 
the calculation of said assessed penalty and the appropriateness of the penalty 
according to the CAA statutory factors and applicable penalty policy). In his 
expected testimony, Mr. Claudio is expected to discuss and explain the 
significance of various exhibits Complainant intends to offer. 

Complainant reserves the right, and nothing herein is intended or is to be 
construed to prejudice or waive any such right, to call or not to call any of the 
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aforementioned potential witnesses, and to expand or otherwise modify the 
scope, extent and/or areas of the testimony of any of tl"ie above-named potential 
witnesses, where appropriate. In addition, Complainant reserves the right to list 
and to call additional potential hearing witnesses, including expert witnesses, to 
answer and/or rebut evidence (testimonial or documentary) listed by 
Respondent in its prehearing exchange or on matters arising as a consequence 
of such evidence. 

(B)	 copies of all documents and other exhibits intended to be introduced into 
eVidence, identified as Complainant's or Respondent's Exhibits, as 
appropriate, and numbered with Arabic numerals 

Complainant's Exhibit 1 - Administrative Complaint, Docket No. CAA-02
2011-1227 with attachments, including the penalty calculation and the 
EPA Combined Enforcement Policy for Section 112(r) of the Clean Air Act. 

Complainant's Exhibit 2 - Respondent's Answer to the Complaint, with 
attachment, dated October 20, 2011. 

Complainant's Exhibit 3 - Report of USEPA Risk Management Program 
(RMP) Inspection of the TAPI Puerto Rico, Inc. facility, date of Inspection 
September 10, 2008, with attachments. 

Complainant's Exhibit 4 - Report of USEPA Risk Management Program 
(RMP) Inspection of the TAPI Puerto Rico, Inc. facility, date of Inspection 
Marcl"i 22, 2010. 

Complainant's Exhibit 5 - Civil Monetary Penalty Inflation Adjustment 
Rule; Final Rule, published on February 13, 2004, in the Federal Register 
(69 FR 7121). 

(C)	 a statement explaining its view as to the place for the hearing and the 
estimated amount of time needed to present its direct case. Also, state 
whether translation services are necessary in regard to the testimony of 
any witness, and if so, state the language to be translated. 

Pursuant to 40 C.F.R. §§ 22.21 (d) and 22.19(d), the hearing should be held in 
the county where the Respondent conducts business which the hearing 
concerns, in the city in which the relevant Environmental Protection Agency 
Regional office is located, or in Washington, D.C. Complainant requests that the 
hearing be held in San Juan, where the relevant Environmental Protection 
Agency Regional office is located. This location is convenient for both parties 
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and witnesses, the TAPI Puerto Rico, Inc. facility is close to the metropolitan area 
and we foresee no problem for Respondent's witnesses to attend the hearing. 
The Complainant can assist by providing the Regional Hearing Clerk with 
information on facilities which may be available for purposes of holding the 
hearing. 

Complainant estimates it will need one day and a half to present its direct case. 

Translation services will not be necessary. 

2. 

(A)	 a copy of any documents in support of each of the factual allegations in 
Paragraphs 35-47 of the Complaint, to the extent they have been denied or 
otherwise not admitted by Respondent in the Answer 

Please see Complainant's Exhibit 3 (Report of USEPA Risk Management 
Program (RMP) Inspection of the TAPI Puerto Rico, Inc. facility, date of 
Inspection September 10, 2008, with attachments); and Complainant's Exhibit 4 
(Report of USEPA Risk Management Program (RMP) Inspection of the TAPI 
Puerto Rico, Inc. facility, date of Inspection March 22, 2010). 

(B)	 Complainant shall submit a statement explaining in detail how the 
proposed penalty was determined, including a description of how the 
specific provisions of any Agency penalty or enforcement policies and/or 
guidelines were applied in calculating the penalty. 

The proposed civil penalty in this matter has been determined in accordance with 
the "Combined Enforcement Policy for CM Section 112(r) Risk Management 
Program," dated August 15, 2001 ("Section 112(r) Penalty Policy"). A copy of the 
Section 112(r) Penalty Policy is attached to the Complaint [Exhibit 1] as 
Attachment 1. Also attached to the Complaint, as Attachment 2, is a Penalty 
Calculation Worksheet which shows how the proposed penalty was calculated 
using the Section 112(r) Penalty Policy. 

In determining the amount of any penalty to be assessed, Section 113(e) of the 
Clean Air Act, 42 U.S.C. § 7413(e), requires EPA to take into consideration the 
size of Respondent's business, the economic impact of the proposed penalty on 
Respondent's business, Respondent's full compliance history and good faith 
efforts to comply, the duration of the violations as established by any credible 
evidence, payment by Respondent of penalties previously assessed for the same 
violation, the economic benefit of noncompliance, and the seriousness of the 
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violations. The proposed penalty reflects a presumption of Respondent's ability to 
pay the penalty and to continue in business based on the size of its business and 
the economic impact of the proposed penalty on its business. 

Respectfully submitted. In San Juan, Puerto Rico, January 11, 2012. 

~~' 
Carolina Jordan-G~ 
Assistant Regional Counsel 
U.S. Environmental Protection Agency, Region 2
 
Centro Europa Bldg., Suite 417
 
1492 Ponce de Leon Ave.
 
San Juan, PR 00907-4127
 
phone: (787) 977-5834
 
facsimile: (787) 729-7748
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
 
Region 2
 

In the Matter of: 

TAPI Puerto Rico, Inc. 
Highway 3, km 76.3 
C Street, Humacao Industrial Park 
Humacao, PR 00791 

Respondent 

Proceeding under Section 113 
of the Clean Air Act, 42 U.S.C. § 7413 

Docket No. CAA-02-2011-1204 

Administrative Complaint under 
Section 113 of the Clean Air Act, 
42 U.S.C. § 7413 

CERTIFICATE OF SERVICE 

I certify that I have this day caused to be sent the foregoing Complainant's 
Prehearing Exchange, dated January 11, 2012, and bearing the above-referenced 
docket number, in the following manner to the respective addressees below: 

Original and copy by Overnight Mail to: 
Karen Maples 
Regional Hearing Clerk 
Region II 
U.S. Environmental Protection Agency
 
290 Broadway, 16th Floor
 
New York, NY 10007-1866
 

Copy by Certified Mail, Return Receipt Requested to: 
Attorney for Respondent: 
Gretchen Mendez, Esq. 
Goldman, Antonetti & Cordoba, P.S.C. 
PO Box70364 
San Juan, PR 00936-8364 
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Copy by Overnight Mail to: 
The Honorable Susan L. Biro 
Chief, Administrative Law Judge 
Office of Administrative Law Judges 
U.S. Environmental Protection Agency 
Ariel Rios Building 
1200 Pennsylvania Avenue, N.W. 
Washington, D.C. 20460 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Region 2 

In the Matter of: 

TAPI Puerto Rico, Inc. 
Highway 3, km 76.3 
C Street, Humacao Industrial Park 
Humacao, PR 00791 

Respondent 

Proceeding under Section 113 
of the Clean Air Act, 42 U.S.C. & 7413 

Docket No. CAA-02-2011-1204 

Administrative Complaint under 
Section 113 of the Clean Air Act, 
42 U.S.C. § 7413 

ADMINISTRATIVE COMPLAINT 

I. JURISDICTION 

1. . This Complaint ("Complaint") initiates an administrative action for the assessment 
of a civil penalty pursuant to Section 113(d) of the Clean Air Act ("the Act"), 42 U.S.C. § 
7413(d). The Complainant in this action is the Director of the Caribbean Environmental 
Protection Division of the United States Environmental Protection Agency ("EPA"), 
Region 2, who has been delegated the authority to institute this action. 

2. EPA and the U.S. Department of Justice have determined, pursuant to Section 
113(d)(1) of the Act, 42 U.S.C. § 7413(d)(1), that EPA may pursue this matter through 
administrative enforcement action. 

II. APPLICABLE STATUTES AND REGULATIONS 

3. Section 113(d) of the Act, 42 U.S.C. § 7413(d), provides for the assessment of . 
penalties for violations of Section 112(r) of the Act, 42 U.S.C. § 7412(r). 



4. Section 112(r)(7) of the Act, 42 U. S.C. § 7412(r)(7), requires the Administrator to 
promulgate release prevention, detection, and correction requirements regarding 
regulated substances in order to prevent accidental releases of regulated substances. 
EPA promulgated regulations in 40 C. F. R. Part 68 to implement Section 112(r)(7) of the 
Act, which set forth the requirements of risk management programs that must be 
established and implemented at affected stationary sources. The regulations at 40 
C.F.R. Part 68, Subparts A through G, require owners and operators of stationary 
sources to, among other things, develop and implement: (1) a management system to 
oversee the implementation of the risk management program elements; and (2) a risk 
management program that includes, but is not limited to, a hazard assessment, a 
prevention program, and an emergency response program. Pursuant to 40 C.F.R. Part 
68, Subparts A and G, the risk management program for a stationary source that is 
subject to these requirements is to be described in a risk management plan ("RMP") 
that must be submitted to EPA. 

5. Sections 112(r)(3) and (5) of the Act, 42 U.S.C. §§ 7412(r)(3) and (5), require the 
Administrator to promulgate a list of regulated substances, with threshold quantities. 
EPA promulgated a regulation known as the List Rule, at 40 C.F.R. Part 68, Subpart F, 
to implement Section 112(r)(3) of the Act, 42 U.S.C. § 7412(r)(3), which lists the 
regulated substances and their threshold quantities. 

6. Pursuant to Section 112(r)(7) of the Act, 42 U.S.C. § 7412(r)(7), and 40 C.F.R. 
§§ 68.1 O(a), 68.12, and 68.150, an owner or operator of a stationary source that has 
more than a threshold quantity of a regulated substance in a process shall comply with 
the requirements of 40 C.F.R. Part 68 (including, but not limited to, submission of an 
RMP to EPA), no later than June 21, 1999, or three years after the date on which such 
regulated substance is first listed under 40 C.F.R. § 68.130, or the date on which the 
regulated substance is first present in a process above the threshold quantity, 
whichever is latest. 

7. The regulations at 40 C.F.R. Part 68 separate the covered processes into three 
categories, designated as Program 1, Program 2, and Program 3. A covered process is 
subject to Program 3 requirements, as per 40 C.F.R. § 68.10(d), if the process: a) does 
not meet one or more of the Program 1 eligibility requirements set forth in 40 C.F.R. § 
68.10(b); and b) is listed in one of the specific North American Industry Classification 
System codes found at 40 C.F.R. § 68.1 0(d)(1) or is subject to the United States 
Occupational Safety and Health Administration ("OSHA") process safety management 
standard set forth in 29 C.F.R. § 1910.119. 

8. 40 C.F.R. § 68.12(d) requires that the owner or operator of a stationary source 
with a Program 3 process undertake certain tasks, including, but not limited to, 
development and implementation of a management system (pursuant to 40 C.F.R. § 
68.15), the implementation of prevention program requirements, which include 
mechanical integrity (pursuant to 40 C.F.R. §§ 68.65-68.87), the development and 
implementation of an emergency response program (pursuant to 40 C.F.R. §§ 68.90
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68.95), and the submission of additional information on prevention program elements 
regarding Program 3 processes (pursuant to 40 C.F.R. § 68.175). 

9. Pursuant to Section 112(r)(7) of the Act, 42 U.S.C. § 7412(r)(7), and 40 C.F.R. § 
68.190(b), an owner or operator of a stationary source shall revise and update the RMP 
submitted pursuant to 40 C.F.R. § 68.150 at least once every five years from the date of 
its initial submission or most recent update required by 40 C.F.R. § 68.190(b)(2)-(7), 
whichever is later. 

III. DEFINITIONS 

10. 40 C.F.R. § 68.3 defines "hot work" as work involving electric or gas welding, 
cutting, brazing, or similar flame or spark-producing operations. 

11. 40 C.F.R. § 68.3 defines "mechanical integrity" as the process of ensuring that 
process equipment is fabricated from the proper materials of construction and is 
properly installed, maintained, and replaced to prevent failures and accidental releases. 

12. 40 C.F.R. § 68.3 defines "stationary source" in relevant part, as any buildings, 
structures, equipment, installations, or SUbstance-emitting stationary activities which 
belong to the same industrial group, which are located on one or more contiguous 
properties, which are under the control of the same person (or persons under common 
control), and from which an accidental release may occur. 

13. 40 C.F.R. § 68.3 defines "threshold quantity" as the quantity specified for 
regulated substances pursuant to Section 112(r)(5) of the Act as amended, listed in 40 
C.F.R. § 68.130, and determined to be present at a stationary source as specified in 40 
C.F.R. § 68.115. 

14. 40 C.F.R. § 68.3 defines "regulated substance" as any substance listed pursuant 
to Section 112(r)(3) of the Act in 40 C.F.R. § 68.130. 

15. 40 C.F.R. § 68.3 defines "process" in relevant part, as any activity involving a 
regulated substance including any use, storage, manufacturing, handling, or on-site 
movement of such substances, or combination of these activities. 

16. 40 C.F.R. § 68.3 defines "covered process" as a process that has a regulated 
substance present in more than a threshold quantity pursuant to 40 C.F.R. § 68.115. 

IV. FINDINGS OF VIOLATIONS 

17. Respondent is, and at all times referred to herein was, a "person" as defined by 
Section 302(e) of the Act, 42 U.S.C. § 7602(e). 

J
 



18. Respondent owned and operated a bulk pharmaceutical manufacturing plant 
located at Highway 3, km 76.3, C Street, Humacao Industrial Park Humacao, Puerto 
Rico, (hereinafter referred to as the "Facility"). 

19. Respondent temporarily ceased its operations at the Facility on March 31 st, 2010. 

20. The Facility was a "stationary source" pursuant to Section 112(r)(2)(C) of the Act 
and 40 C.F.R. § 68.3. 

21. Fluorine is a "regulated substance" pursuant to Section 112(r)(2) and (3) of the 
Act and 40 C.F.R. § 68.3. The threshold quantity for fluorine as listed in 
40 C.F.R. § 68.130, Table 1, is 1,000 pounds. 

22. The Facility is currently registered under the RMP program as "TAPI Puerto Rico, 
Inc." 

23. The Facility's current owner is Teva Group, Inc. Teva Group, Inc. purchased the 
Facility in April, 2008, from Archimica Puerto Rico, Inc. 

24. The Facility is located in a commercial/industrial section of the Municipality of 
Humacao. 

25. Respondent filed to the EPA Reporting Center its initial RMP for the Facility on 
August 24, 1999, at that time, the Facility was owned by Archimica, Inc. 

26. On June 22, 2004, the RMP was resubmitted by Clariant Puerto Rico LSM. A 
corrected version of the RMP was submitted on November 17, 2008, changing the 
name from Clariant LSM Puerto Rico, Inc. to TAPI Puerto Rico, Inc. 

27. EPA conducted an inspection of the Facility on September 10,2008, (the 
"Inspection"), to assess compliance with Section 112(r) of the Clean Air Act. 

28. During the Inspection, Respondent's representative informed EPA that the 
Facility was dedicated exclusively to the production of 5-Fluorouracil, a drug used to 
treat cancer. 

29. 5-Fluorouracil is a mixture containing the regulated substance fluorine in a 
concentration above one percent by weight of the mixture and with a partial pressure of 
more than 10 millimeters of mercury. 

30. Fluorine gas is received at the Facility in a tube trailer. Each trailer contains eight 
fluorine tube cylinders. Each tube cylinder contains 20% fluorine and 80% nitrogen. 
There are approximately 225-lbs. of fluorine in each tube cylinder. 

31. The Facility reported that it had a maximum of two fluorine tube trailers on-site at 
any time. This was consistent with the reported registration quantity of 3,600-lbs. 

4 



32. Based on the findings of the September 10, 2008 inspection, EPA found 
Respondents in violation of the CAA, and issued an Administrative Compliance Order, 
Docket Number CWA-02-2009-1016, against Respondents. 

33. EPA conducted a second inspection (the "Follow up Inspection") of the Facility on 
February 24,2010. 

34. From the findings of the follow up inspection, EPA concluded that TAPI took the 
necessary steps to comply with the regulatory requirements under Part 68. 

COUNT 1 

35. During the Inspection, Respondent did not have a written description of its RMP 
management system and other persons responsible for implementing individual 
requirements of the RMP with defined lines of authority, as required by 
40 C.F.R. § 68.15(a) and (c). 

36. During the Inspection, Respondent did not produce process safety information 
pertaining to the equipment in the process required by 40 C.F.R. § 68.65(d), including: 
electrical classification, ventilation system design, design codes and standards, and 
description of safety systems. 

37. During the Inspection, Respondent did not produce any documentation stating 
that the equipment complies with recognized and generally accepted good engineering 
practices as required by 40 C.F.R. 68.65(d)(2). 

38. During the Inspection, Respondent did not produce documentation that it had 
resolved the Process Hazard Analysis ("PHA") recommendations in a timely manner, as 
required by 40 C.F.R. § 68.67(e). 

39. During the Inspection, Respondent did not have a record of annual certification of 
Standard Operating Procedures ("SOPs"), as required by 40 C.F.R. § 68.69(c). 

40. During the Inspection, Respondent did not have a complete mechanical integrity 
program, as required by 40 C.F.R. § 68.73. The Facility Manager reported that the 
Pressure Safety Valves (PSVs) maintenance inspection was not performed in 2006, 
2007 and 2008. 

41. During the Inspection, Respondent did not have documentation to identify the 
date of each inspection and test that has been performed on process equipment, the 
name of the person who performed the inspection or test, the serial number or other 
identifier of the equipment on which the inspection or test was performed, a description 
of the inspection or test performed, and the results of the inspection or test, as required 
by 40 C.F.R. § 68.73(d)(4). 
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42. During the Inspection, EPA reviewed the Change Control Procedure (SOP-API
012; July, 17, 2007) and concluded that it does not explicitly address the safety and 
health review of changes, as required by 40 C.F.R. § 68.75(b)(2). 

43. During the Inspection, Respondent did not have updated process safety 
information after changes covered by 40 C.F.R. § 68.75, as required by 
40 C.F.R. § 68.75(d). 

44. During the Inspection, Respondent did not have a Pre-startup Review completed 
for all changes involving the need to update PSI, as required by 40 C.F.R. § 68.77. 

45. During the Inspection, Respondent did not have records of completed RMP 
compliance audits, as required by 40 C.F.R. § 68.79. 

46. During the Inspection, Respondent did not have a written employee participation 
plan available for review, as required by 40 C.F.R. § 68.83(a).Respondent=s failure to 
comply with the requirements of 40 C.F.R. Part 68 as described above in Paragraphs 
34-45 constitutes a violation of Section 112(r)(7) of the Act, 42 U.S.C. § 7412(r)(7). 
Respondent is therefore subject to the assessment of penalties under Section 113(d) of 
the Act, 42 U.S.C. § 7413(d). 

47. Respondent's failure to comply with the requirements of 40 C.F.R. Part 68, as 
described above, constitutes a violation of Section 112(r)(7) of the Act, 42 U.S.C. 
§ 7412(r)(7). Respondent is therefore subject to the assessment of penalties under 
Section 113(d) of the Act, 42 U.S.C. § 7413(d). 

V. NOTICE OF PROPOSED ORDER ASSESSING A CIVIL PENALTY 

Pursuant to Section 113(d) of the Act, 42 U.S.C. § 7413(d), and 40 C.F.R. Part 19, 
Adjustment of Civil Monetary Penalties for Inflation, EPA is authorized to assess civil 
penalties not to exceed $27,500 per day for each violation of Section 112 of the Act, 42 
U.S.C. § 7412, that occurred on or after January 30,1997 through March 15,2004, and 
$32,500 per day for each violation of Section 112 of the Act that occurred after March 
15, 2004 through January 12, 2009, and up to $37,500 for violations that occurred after 
January 12, 2009. Civil penalties under Section 113 of the Act may be assessed by 
Administrative Order. On the basis of the violations of the Act described above, 
Complainant alleges that Respondent is subject to penalties for violating Section 112(r) 
of the Act, 42 U.S.C. § 7412(r). 

The proposed civil penalty in this matter has been determined in accordance with the 
"Combined Enforcement Policy for CAA Section 112(r) Risk Management Program," 
dated August 15, 2001 ("Section 112(r) Penalty Policy") and the September 21, 2004 
memorandum from Thomas V. Skinner, Acting Assistant Administrator, to the Regional 
Administrators. A copy of the Section 112(r) Penalty Policy accompanies this 
Complaint. A Penalty Calculation Worksheet which shows how the proposed penalty 
was calculated is included as Attachment 1. 
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In determining the amount of any penalty to be assessed, Section 113(e) of the Act, 42 
U.S.C. § 7413(e), requires EPA to take into consideration the size of Respondent's 
business, the economic impact of the proposed penalty on Respondent's business, 
Respondent's full compliance history and good faith efforts to comply, the duration of 
the violations as established by any credible evidence, payment by Respondent of 
penalties previously assessed for the same violation, the economic benefit of 
noncompliance, and the seriousness of the violations. 

In accordance with Section 113(d) of the Act, 40 C.F.R. Part 19, and the Section 112(r) 
Penalty Policy, and based on the facts alleged in this Complaint, Complainant proposes 
to assess a civil penalty of $136,364 against Respondent. 

Payment of a civil penalty shall not affect Respondent's ongoing obligation to comply 
with the Act and other applicable federal, state or local laws. 

The proposed penalty reflects a presumption of Respondent=s ability to pay the penalty 
and to continue in business based on the size of its business and the economic impact 
of the proposed penalty on its business. Respondent may submit appropriate 
documentation to rebut this presumption. 

VI. PROCEDURES GOVERNING THIS ADMINISTRATIVE LITIGATION 

The rules of procedure governing this civil administrative litigation are entitled, 
"Consolidated Rules of Practice Governing the Administrative Assessment of Civil 
Penalties and the RevocationfTermination or Suspension of Permits" (hereinafter, the 
"Consolidated Rules"), and are codified at 40 C.F.R. Part 22. A copy of the 
Consolidated Rules accompanies this Complaint. 

Notice of Opportunity to Request a Hearing and Answering the Complaint 

To request a hearing, Respondent must file an Answer to the Complaint, pursuant to 40 
C.F.R. §§ 22.15(a)-(c). Pursuant to 40 C.F.R. § 22.15(a), such Answer must be filed 
within 30 days after service of the Complaint. 

An Answer is also to be filed, pursuant to 40 C.F.R. § 22.15(a), if Respondent contests 
any material fact upon which the Complaint is based, contends that the proposed 
penalty is inappropriate, or contends that Respondent is entitled to judgment as a 
matter of law. If filing an Answer, Respondent must file with the Regional Hearing Clerk 
of EPA, Region 2, both an original and one copy of a written Answer to the Complaint. 
The address of the Regional Hearing Clerk of EPA, Region 2, is: 
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Regional Hearing Clerk 
U.S. Environmental Protection Agency, Region 2 
290 Broadway, 16th floor 

New York, New York 10007-1866 

Respondent shall also serve one copy of the Answer to the Complaint upon 
Complainant and any other party to the action, 40 C.F.R. § 22.15(a). Complainant=s 
copy of Respondent's Answer, as well as a copy of all other documents that 
Respondent files in this action, shall be sent to: 

Carolina Jordan-Garcia 
Office of Regional Counsel 
U.S. Environmental Protection Agency - Region 2 
1492 Ponce de Leon Ave. 
Centro Europa Building, Suite 417 
Santurce, Puerto Rico 00907- 4127 
Email: jordan-garcia.carolina@epa.gov 
Tel.: (787) 977-5834 
Fax: (787) 729-7748 

Pursuant to 40 C.F.R. § 22.15(b), Respondent's Answer to the Complaint must clearly 
and directly admit, deny, or explain each of the factual allegations contained in the 
Complaint with regClrd to which Respondent has any knowledge. Where Respondent 
lacks knowledge of a particular factual allegation and so states in its Answer, the 
allegation is deemed denied, pursuant to 40 C.F.R. § 22.15(b). The Answer shall also 
set forth: (1) the circumstances or arguments that are alleged to constitute the grounds 
of defense; (2) the facts which Respondent disputes; (3) the basis for opposing any 
proposed relief; and (4) whether Respondent requests a hearing .. 

If Respondent fails in its Answer to admit, deny, or explain any material factual 
allegation contained in the Complaint, such failure constitutes an admission of the 
allegation, pursuant to 40 C.F.R. § 22.15(d). 

Respondent's failure to affirmatively raise in the Answer facts that constitute or that 
might constitute the grounds of its defense may preclude Respondent, at a subsequent 
stage in this proceeding, from raising such facts and/or from having such facts admitted 
into evidence at a hearing. 

Any hearing in this proceeding will be held at a location determined in accordance with 
40 C.F.R. § 22.21(d). A hearing of this matter will be conducted in accordance with the 
provisions of the Administrative Procedure Act, 5 U.S.C. §§ 551-59, and the procedures 
set forth in Subpart 0 of 40 C.F.R. Part 22. 

Failure to Answer 
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If Respondent fails to file a timely answer to the Complaint, EPA may file a Motion for 
Default pursuant to 40 C.F.R. §§ 22.17(a) and (b), which may result in the issuance of a 
default order assessing the proposed penalty pursuant to 40 C.F.R. § 22.17(c). If a 
default order is issued, any penalty assessed in the default order shall become due and 
payable by Respondent without further proceedings 30 days after the default order 
becomes final. If necessary, EPA may then seek to enforce such final order of default 
against Respondent, and to collect the assessed penalty amount, in federal court. 

VII. INFORMAL SETILEMENT CONFERENCE 

Whether or not Respondent requests a formal hearing, EPA encourages settlement of 
this proceeding consistent with the provisions and objectives of CERCLA and EPCRA 
and the applicable regulations, 40 C.F.R. § 22.18(b). At an informal conference with a 
representative(s) of Complainant, Respondent may comment on the charges made in 
this Complaint, and Respondent may also provide whatever additional information that it 
believes is relevant to the disposition of this matter, including: (1) actions Respondent 
has taken to correct any or all of the violations herein alleged; (2) any information 
relevant to Complainant's calculation of the proposed penalty; (3) the effect the 
proposed penalty would have on Respondent's ability to continue in business; and/or (4) 
any other special facts or circumstances Respondent wishes to raise. Complainant has 
the authority to modify the amount of the proposed penalty, where appropriate, to reflect 
any settlement agreement reached with Respondent, to reflect any relevant information 
previously not known to Complainant or to dismiss any or all of the charges, if 
Respondent can demonstrate that the relevant allegations are without merit and that no 
cause of action as herein alleged exists. 

Any request for an informal conference or any questions that Respondent may have 
regarding this Complaint should be directed to the EPA Assistant Regional Counsel 
identified in Section VI, above. 

Respondent's request for a formal hearing does not prevent it from also requesting an 
informal settlement conference; the informal conference procedure may be pursued 
simultaneously with the formal adjudicatory hearing procedure. A request for an 
informal settlement conference constitutes neither an admission nor a denial of any of 
the matters alleged in the Complaint. Complainant does not deem a request for an 
informal settlement conference as a request for a hearing pursuant to 40 C.F. R. § 
22.15(c). 

A request for an informal settlement conference does not affect Respondent's obligation 
to file a timely Answer to the Complaint pursuant to 40 C.F.R. § 22.15. No penalty 
reduction will be made simply because an informal settlement conference is held. 

In the event settlement is reached, its terms shall be recorded in a written Consent 
Agreement signed by the parties and incorporated into a Final Order, pursuant to 40 
C.F.R. §§ 22.18(b)(2) and (3). 
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Respondent=s entering into a settlement through the signing of such Consent 
Agreement and its complying with the terms and conditions set forth in such Consent 
Agreement terminates this administrative litigation and the civil proceedings arising out 
of the allegations made in this Complaint. Respondent's entering into a settlement does 
not extinguish, waive, satisfy or otherwise affect its obligation and responsibility to 
comply with all applicable statutory and regulatory requirements, and to maintain such 
compliance. 

VIII. RESOLUTION OF THIS PROCEEDING WITHOUT HEARING OR CONFERENCE 

Instead of filing an Answer, Respondent may choose to pay the total amount of the 
proposed penalty within 30 days after receipt of the Complaint, provided that 
Respondent files with the Regional Hearing Clerk, Region 2 (at the address provided in 
Section VI.A., above), a copy of the check or other instrument of payment, as provided 
in 40 C.F. R. § 22.18(a). A copy of the check or other instrument of payment should be 
provided to the EPA Assistant Regional Counsel identified in Section VI, above. 
Payment of the penalty assessed should be made by sending a cashier's or certified 
check payable to the "Treasurer, United States of America," in the full amount of the 
penalty assessed in this Complaint to the following addressee: 

U.S. Environmental Protection Agency 
Fines and Penalties 
Cincinnati Finance Center 
P.O. Box 979077
 
St. Louis, MO 63197-9000
 

The check must be identified with a notation of the name and docket number of this 
case, set forth in the caption on the first page of this Complaint. Pursuant to 40 C.F.R. 
§ 22.18(a)(3), upon EPA's receipt of such payment, a Final Order shall be issued. 
Furthermore, as provided in 40 C.F.R. § 22.18(a)(3), the making of such payment by 
Respondent shall constitute a waiver of Respondent's rights to contest the allegations 
made in the Complaint and to appeal the Final Order. Such payment does not 
extinguish, waive, satisfy or otherwise affect Respondent's obligation and responsibility 
to comply with all applicable regulations and requirements, and to maintain such 
compliance. 

\0 



EXHIBIT

I, COJtlJl.AIHART's,'t .
- Z 

, r 
UNITED STATES ENVIRONMENTAL PROTECTION AG it: e 

Region 2 

[n the matter of: 

TAPI Puerto Rico, Inc.
 
Highway 3, Km, 76.3
 
C Street, Humacao Industrial Park
 
Humacao, PR 00791.
 

Respondent 

Proceeding under Section 113 of the 
Clean Air Act, 42 U.S.c. § 7413 

Docket No.CAA-02-20l1-1204 

Administrative Complaint under Section 113 
of the Clean Air Act, 42 U.S.C. ~ 7413 

ANSWER TO ADMINISTRATIVE COMPLAINT 

TO THE HONORABLE PRESIDING OFFICER: 

TAPI Puerto Rico, Inc. ("TAPI") respectfully answers the Complaint: 

STATUTORY AUTHORITY 

1. The allegations of paragraph one (1) and two (2) on the "Jurisdiction" section of ' 

the Administrative Complaint ("Complaint") (Section I) is the United States Environmental 

Protection Agency's ("EPA") interpretation on the nature of the action, and as such, do not 

require a responsive pleading. Nevertheless, they are denied insofar as a responsive pleading 

may be warranted insofar as the allegation is used as a basis to state the claims of violations 

alleged in the Complaint in reference to the bulk pharmaceutical manufacturing facility located 

at Highway 3, Km. 76.3, C Street, Humacao Industrial Park, Humacao, Puerto Rico ("the 

Facility"). 

2. The allegations of paragraphs three (3) through nine (9) on the "Applicable 

Statutes and Regulations" section of the Complaint (Section II) and paragraphs ten (10) through 

sixteen (16) of the "Definitions" Section (Section III) include statements of law upon which 
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EPA has elected to set forth its jurisdictional claims and as such do not require a responsive 

pleading from the TAPI. Nevertheless, they are denied insofar as a responsive pleading may be 

warranted insofar as the allegation is used as a basis to state the claims of violations alleged in 

the Complaint. 

FINDINGS OF VIOLATIONS 

3. The allegation included in paragraph number seventeen (17) of the Complaint 

includes statements of law upon which EPA has elected to set forth its jurisdictional claims and 

as such do not require a responsive pleading from the TAPI. Nevertheless, they are denied 

insofar as a responsive pleading may be warranted insofar as the allegation is used as a basis to 

state the claims of violations alleged in the Complaint. 

4. The allegations included in paragraph number eighteen (18) of the Complaint 

are admitted. It is affinnatively alleged that TAPI continues to own and operate the Facility. 

5. The allegation included in paragraph number nineteen (19) of the Complaint is 

admitted. 

7. The allegation included in paragraph number twenty (20) of the Complaint is 

admitted. 

6. The allegations included in paragraph number twenty one (21) of the Complaint 

are statements and/or issues of law and as such do not require a responsive pleading from the 

TAPI. Nevertheless, they are denied insofar as the allegation is used as a basis to state the 

claims of violations alleged in the Complaint. 

8. The allegations included in paragraph number twenty two (22) of the Complaint 

are admitted. 

9. The allegations included in paragraph number twenty three (23) of the 

Complaint are hereby denied, as drafted. 
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10. The allegations included in paragraph number twenty four (24) of the Complaint 

are hereby denied, as drafted. 

11. The allegations included in paragraph number twenty five (25) of the Complaint 

are hereby denied, as drafted. 

J 2. The allegations included in paragraph number twenty six (26) of the Complaint 

are hereby denied, for lack of information or knowledge with respect to the veracity and/or 

mendacity of such allegations. 

13. The allegation included in paragraph number twenty seven (27) of the 

Complaint is admitted. 

14. The allegation included in paragraph number twenty eight (28) of the 

Complaint is admitted. 

15. The allegations included in paragraph number twenty nine (29) of the Complaint 

are denied, as drafted. 

16. The allegations included in paragraph number thirty (30) of the Complaint are 

admitted. 

17. The allegations included in paragraph number thirty one (31) of the Complaint 

are admitted. 

18. The allegations included in paragraph number thirty two (32) of the Complaint it 

is admitted insofar as to that the EPA issued Administrative Compliance Order. The rest of the 

allegations of paragraph are denied, as drafted. 

19. The allegations included in paragraph number thirty three (33) of the Complaint 

are admitted. 
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20. The allegations included in paragraph number thirty four (34) of the Complaint 

are admitted insofar as TAPI was in compliance with Part 68 at the time of the second 

inspection. The rest of the allegations in this paragraph are denied, as drafted. 

COUNT 1 

21. The allegations included in paragraph number thirty five (35) of the Complaint 

are denied. 

22. The allegations included in paragraph number thirty six (36) of the Complaint 

are denied. 

23. The allegations included in paragraph number thirty seven (37) of the Complaint 

are denied. 

24. The allegations included in paragraph number thirty eight (38) of the Complaint 

are admitted. 

25. The allegations included in paragraph number thirty nine (39) of the Complaint 

are admitted. 

26. The allegations included in paragraph number forty (40) of the Complaint are 

denied. 

27. The allegations included in paragraph number forty one (41) of the Complaint 

are denied. 

28. The allegations included in paragraph number forty two (42) of the Complaint 

are admitted insofar as to EPA's review of the Change of Control Procedure. The rest of the 

allegations area denied, as drafted. 

29. The allegation included in paragraph number forty three (43) of the Complaint is 

admitted. 
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30. The allegation included in paragraph number forty four (44) of the Complaint is 

admitted. 

31. The allegation included in paragraph number forty five (45) of the Complaint is 

admitted. 

32. The allegations included in paragraph number forty six (46) of the Complaint 

are denied, as drafted. 

33. The allegations included in paragraph number forty seven (47) of the Complaint 

are denied, as drafted. 

NOTICE OF PROPOSED ORDER ASSESSING A CIVIL PENALTY 

34. The first, second, third, fifth and sixth paragraphs of Section V of the Complaint 

includes statements and conclusions of law upon which EPA has elected to set forth its claims 

and as such do not require a responsive pleading from the TAPI. Nevertheless, they are denied 

insofar as a responsive pleading may be warranted. The fourth paragraph and proposed 

penalties for the allegations in the Complaint are hereby expressly denied. 

PROCEDURES GOVERNING THIS ADMINSITRATIVE LITIGATION 

35. The allegations included in Section VI of the Complaint are statements and/or 

issues of law and as such do not require a responsive pleading from TAPI. Nevertheless, they 

are denied insofar as a responsive pleading may be warranted. 

INFORMAL SETTLEMENT CONFERENCE 

36. The allegations included in Section VII of the Complaint are statements and/or 

, issues of law and as such do not require a responsive pleading from TAPI. Nevertheless, they 

are denied insofar as a responsive pleading may be warranted. 
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RESOLUTION OF THIS PROCEEDING WITHOUT HEARING OR 
CONFERENCE 

37. The allegations included in Section VIII of the Complaint are statements and/or 

issues of law and as such do not require a responsive pleading from TAPI. Nevertheless, they 

are denied insofar as a responsive pleading may be warranted. 

38. Unless otherwise specified, any and all allegations not expressly admitted in 

connection to the Complaint should be deemed denied for all practical and legal matters. 

AFFIRMATIVE DEFENSES 

I. TAPI realleges all of its responsive pleadings, as included in this document, and 

incorporates the same to this section of affirmative defenses. 

2. The Complaint was not served to a officer, partner a managing or general agent 

or other personal authorized by Federal or Commonwealth law to receive service of process for 

TAPI in violation of Section 22.5(b)(\ )(ii)(A) of Title 40 of the Code of Federal Regulations 

(C.F.R.) relative to the Consolidated Rules of Practice Governing Administrative Procedures of 

Civil Penalties and the Revocation/Termination of Permits. 

! 3. The Complaint was not served together with a copy of the Consolidated Rules of 
I 

Practice Governing Administrative Procedures of Civil Penalties and the 

Revocation/Termination of Permits in violation of Section 22.5(b)( 1)(i) of 40 C.F.R. 

4. The Complaint fails to state facts and a claim upon which relief may be granted 

as claimed by EPA therein and against TAPI. 

5. Penalties alleged in the Complaint are improper and/or unwarranted. 

6. EPA is not entitled to the penalties requested in the Complaint and/or to any 

other type of penalties. 
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7. TAPI respectfully reserves the right to amend the Answer to the Complaint and 

to include one· or more affinnative defenses, after conducting proper discovery procedures 

which shall include written interrogatories, request for production and inspection of documents 

and the taking of several depositions. 

8. TAPI expressly reserves the right to raise additional defenses and/or to amend 

those already raised upon completion of the discovery proceedings in the instant case. 

WHEREFORE, the TAPI respectfully requests this Honorable Presiding Officer, to 

take notice of the aforementioned, deny and dismiss the Complaint in all its parts given the 

insufficiency of service of process required by Section 22.5(b)(I)(ii)(A) of the Consolidated 

Rules of Practice Governing Administrative Procedures of Civil Penalties and the 

RevocationlTennination of Pennits. In the alternative, TAPI hereby respectfully requests a 

hearing. 

RESPECTFULLY SUBMITTED. 

I HEREBY CERTIFY: That on this same date, a true and exact copy of the foregoing 
document was sent, through regular mail, to; Carolina Jordan-Garcia, Office of Regional 
Counsel, U.S. Environmental Protection Agency, Region 2, 1492 Ponce de Leon Ave., Centro 
Europa Building, Suite 417, Santurce, Puerto Rico 00907-4127. 

In San Juan, Puerto Rico, this 20th day of October, 2011. 

GOLDMAN ANTONETTI & CORDOVA, P.S.c. 
P.O. BOX 70364 
SAN JUAN, PUERTO RICO 00936-8364 
TEL. (787) 759-8000 
FAX. (787) 474-2407 

~~t/
GRETCHEN MENDEZ-VILELLA 
USDC #207904 
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CLEAN AIR ACT SECTION 112(r) INSPECTION REPORT 
Clariant LSM (Puerto Rico) Inc.
 

Humacao, Puerto Rico
 

GENERAL INFORMATION 
Stationary Source Clariant LSM (Pllerto Rico) 

Inc. 
Date of Inspection September 10, 2008 

USEPA Inspector Carlos Rivera, USEPA  Region 11, Caribbean Office, 
Enforcement 

Contract Auditor Neil Mulvey, Sullivan Group (Subcontractor) 

Description of Activities • Opening meeting with facility representative. 

• Program audit. 

• Closing meeting with facility representatives. 
Program audit consisted of the following activities: 

Document review. 
Field verification. 
Personnel interviews 

STATIONARY SOURCE INFORMATION
 

EPA Facility ID # 100000158679 

Date of Latest 
Submission (used for 
RMP inspection) 

Receipt Date: June 22, 2004 (Re-submission) 

Anniversary Date: June 18, 2009 

Facility Location Highway 3, km 76.3 
C Street, Humacao lndustrial Park 
Humacao, PR 00791 

Tel. (787) 485-5544 

R/\!IP*Suhmit states II employees. 
Non-union. 

Number of Employees 
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R,\.1P Summary Report -- September 10, 2008 Inspection FINAL
 

Description of 
Surrounding Area 

Participants 

The facility conducts business on a 2.1 acre site located 
in a commercial/industrial section of Humaeao 
(Humacao Industrial Park). The facility is immediately 
bordered by either other industrial companies or open 
space. 

Participants included representatives from: 

Carlos Rivera, USEPA - Region II, Caribbean Office 
Neil P. Mulvey, USEPA Contractor - Sullivan Group 
Santiago Hernandez, Site Manager, Clariant LSM* 
Anal I. Tirado, EHS Associate Director, TAPI PR Inc. 

* Lead representative for Clariant LSM 

REGISTRATION INFORMATION
 

Process ID # 51941 

Program Level (as 
reported in RMP) 

Program 3 

Process Chemicals Fluorine @ 3,600-lbs. (Registered quantity) 

NAICS Code 32541 (Pharmaceutical and Medicine Manufacturing) 

GENERAL COMMENTS 

NOTE: 

The facility is registered under the RMP program as "Clariant LSM (Puerto Rico) 
Inc. Since their latest submission in June 2004, the facility has undergone two 
name changes. In July 2006 the facility was purchased by Archimica Puerto Rico 
Inc. In April 2008, the facility was purchased by the TEVA Group. The facility 
currently operates under the name "TAPf Puerto Rico," a member of the TEVA 
Group. However, since the current registration lists the name Clariant LSM 
(Puerto Rico) Inc., this report will utilize that name. 

The facility produces pharmaceutical ingredients for sale to pharmaceutical 
manufacturing companies. The Humacao facility is fully dedicated to the production of 
an anti-cancer ingredient called 5-Fluorouracil (a white crystalline powder). 
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The facility uses l1uorine gas in the production of 5-Fluorouracil. Fluorine gas is 
received in a tube trailer. Each trailer contains eight tluorine tube cylinders. Each tube 
cylinder contains 20% tluorine and 80% nitrogen. There is approximately 225-lbs. of 
Iluorine in each tube cylinder. The facility reported that there is a maximum of two 
Iluorine tube trailers on-site at any timc. This is consistcnt with the registration quantity 
of 3,600-lbs. (225-lbs.ltube cylinder x 8 tube cylinders/trailer x 2 tube trailers). 

Typical pressure in a tluorine tube cylinder is 2200 PSIG. This pressure is regulated 
down to approximately 45 PSIG for delivery to the reactor system. Pressure is regulated 
down in two stages: 2200 PSIG to 150 PSIG and 150 PSIG to 45 PSIG. 

The batch production occurs in a live-step process. Fluorine is used in the tirst step for a 
tluorination reaction. The entire batch cycle time is live days. There are three reactors 
(estimated 30-gallons each) utilized at the facility which typically run simultaneous 
Iluorination reactions. The Iluorination reaction is exothermic and takes approximately 
four hours. After completion of the Iluorination reaction, the material is translerred into 
another reactor (R-7). The facility typically completes three simultaneous tluorination 
reactions four consecutive times. A total of 12 reaction batches are therefore collected in 
R-7. The batch material is then fed downstream lor further processing, including 
centri fugation. 

A typical tluorination reaction utilizes approximately 19 - 21-lbs. of tluorine at a feed 
rate of 4.5 - 5.0 lbs.lhour. Fluorine gas is fed to the bottom of the reactor via ten 114" feed 
lines. The rate of reaction is controlled by a combination of tluorine feed rate, reactor 
mix speed, and cooling water tlow. All of these parameters are manually controlled. 
Operators monitor temperature in the tluorination reactor as an indication of a possible 
runaway reaction. A primary safeguard therelore is a high temperature alarm on the 
reactor and operator response. 

PSVs in the system are designed to vent to a scrubber, rather than directly to the 
atmosphere. 

RMP DOCUMENTATION 

The facility has a "PSM Manual" dated 12/11/92 originally compiled to address OSHA 
PSM compliance. The facility also maintains a "SOP Manual," which includes written 
programs and procedures tor various RMP required items, as well as other safety, 
environmental. maintenance, and operational procedures. Documentation includes 
written programs and procedures as described below. 

Management Svstem 140 CFR 68.151 & Registration 
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The Site Manager has overall responsibility for implementation of the RMP program, 
The EHS Associate Director provides support as necessary. Facility management 
ucmonstrated an understanding of RMP program requirements and company programs 
and procedures designed to maintain compliance. 

There was no written description of a management system. 

The RMP*Suhmit registration lists Clariant LSM (Puerto Rico) Inc. as the facility name. 
The current tacility name is TAPI Puerto Rico, a member of the TEVA Group. 

Hazard Assessment 

See the RMP Checklist for information regarding hazard assessment. 

Process Safety Information (PSI) 140 CFR 68.65) 

PSI available for review included: 

•	 Description of process chemistry 
•	 Block Flow Diagram (BFD) 
•	 MSDS for nuorine 
•	 PI&D - Fluorine Tube Trailer: Dwg. No. 201-0-002: Rev. J; 3/2/04 
•	 PI&D - R-lOI Uracil Fluorine: Dwg. No. 201-0-003: Rev. G: 3/2/04 
•	 PSV data including sizing, relief set points. MA WP. now capacity 

The following PSI documentation was not available for review: 

•	 Electrical classitication 
•	 Ventilation system design 
•	 Design codes and standards 
•	 Description of safety systems 

There was no documentation available regarding whether existing equipment complies 
with recognized and generally accepted good engineering practices. 

Process Hazard Analysis (PHA) 140 CFR 68.67) 

PHA documentation available for review included: 

•	 HAZOP worksheets from August 1992 sessions 
•	 Record of a PHA Revalidation. report dated 4/8/99. Included description of PHA 

study team, I-IAlOP worksheet documentation, and a report on the resolution of 
PHA recommendations. 

•	 Record of a PI-IA Revalidation - "Fluorine / Fluorination Reaction PHA 
Revalidation #2. May 2004." Team sessions were held on May 19-20.2004. 
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Team participation included a corporate engineer. Plant Manager, and 
Production/Maintenance Supervisor. There was no hourly operator on the study 
team. This PHA revalidation included the following: 

o	 Review of previous incidents 
o	 Review of MOCs 
o	 Checklist review of facility siting 
o	 Checklist review of human factors 
o	 List of PSI documents 
o	 Copies of the two previous PHA reports. 

The May 2004 PHA Revalidation identified 24 recommendations. All of these 
recommendations were scheduled for resolution by 12/31/04. Eighteen recommendations 
remain unresolved. 

Standard Operating Procedures (SOPs) 140 CFR 68.691 

Written SOPs included: 

•	 Procedure to Handle a Spill from Fluorinator Recirculation Line; SOP-PR-056: 
1/5/07. 

•	 Fluorine Trailer & Delivery system & Reactors Procedures. These procedures 
included step-by-step instruction for the following activities: 

o	 Connection to truck and prepare lor usage 
o	 Changing from one truck to another 
o	 Disconnect truck and prepare for transport 
o	 Start-up operations of the system 
o	 System shutdown 
o	 Pre-startup procedure/operations 
o	 Identifying and responding to small tluorine leaks 
o	 Procedure to prepare for maintenance and repairs 
o	 Procedures to change from one tube to another tube on trailer 
o	 Procedures tor power failure 
o	 Procedure to handle low pressure in tube (i.e.. when tube is emptying) 
o	 Emergency Shutdown Procedure (two ESD switches) 
o	 Reactor preparation procedures 
o	 Reactor operation procedures 

There was no record of annual certitication of SOPs. 
Safe work practice procedures included: 

•	 Procedure tor Hot Work 
•	 Lock-out Procedure 
•	 Procedure tor Permit Required Contined Spaces 

Training 140 CFR 68.7/1 
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The facility has a written Chemical Operator Training Procedure (SOP-OPS-006: 1/5/07). 
The training procedure includes detailed requirements for operator training, including 
initial and refresher training. Refresher training is performed annually, with the most 
recent refresher training completed in November 2007. Veritication that operators 
understand training received includes verbal and written tests. Training procedures 
include specific requirements for operators. 

The training records for an employee hired in August 1995 was reviewed. 
Documentation included: 

•	 Veritication of PSM training 
•	 Verilication of training in the tluorine process and reaction 
•	 Veritication of training in SOPs, including shutdown procedures, emergency 

shutdown procedures, and proper connections. 
•	 Documentation on written tests to veri fy operator understanding of training 

received. 

Mechanical Integrity 140 CFR 68.731 

The facility has a written Mechanical Integrity of Equipment Procedure (SOP-()PS-008; 
1/5/07). This mechanical integrity procedure is well written and includes: 

•	 Training requirements 
•	 Inspection and test schedules 
•	 Procedures for addressing equipment deficiencies 
•	 Quality Assurance procedures 

Other written procedures include: 

•	 Instrument CalibrationlMaintenance Logbook (SOP-G-023; 1/5/07) 
•	 Maintenance Personnel Training Program (SOP-OPS-009; 1/5/07) 
•	 Preparation for Performing Maintenance andlor Repairs in the Fluorine Reactors 

(SOP-PR-027; 1/5/07) 
•	 fluorine Flow Meter Calibration Procedure (SOP-PR-055: 1/5/07) 
•	 Inspection ofTetlon and Glass Lined Vessels (SOP-PR-032; 1/5/07) 
•	 Above Ground Pipe Inspection (SOP-PR-035; 1/5107) 
•	 Preventive Maintenance Program (SOP-PR-036; 115/07) 
•	 Calibration of Fluorine Pressure Gauges (SOP-PR-047; 1/5/07) 

A check of inspection records required under the '"Inspection of Tdlon and Glass Lined 
Vessels" (SOP-PR-032; 1/5/07) procedure included documentation of quarterly 
inspections conducted of R-7 (June 2008, April 2008, February 2008, October 2007). 
Ilowever, documentation does not use the checklist form described in the procedure. 
Rather. documentation includes only a general statement. Note that the three tluorination 
reactors are made of polyethylene, not Tetlon or glass, 
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Reviewed records to contirm that inspections and tcsts as required under the following 
procedures were completed: 

Above Ground Pipe Inspection (SOP-PR-035; 1/5/07) 
Record of monthly visual inspection of tluorine feed lines. 

Preventive Maintenance Program (SOP-PR-036; 1/5/07) 
Check records for: 

o Fluorine tube trailer 
o Pressure control manifold 
o Fluorine piping 
o Plastic Uracil slurry trays 
o Reactor (RI, R2, R3) 
o Flow meters N2 
o Flow meters 1"2 
o Vanton centrifugal pumps 
o Fluorine regulators 

Calibration of Fluorine Pressure Gauges (SOP-PR-047; 115/(7) 
Conlirmed that bi-annual (e.g .. every 6 months) calibration of the tluorine 
pressure gauges were completed (contirmed for 9/4/08 and 1/24/08 for Station #1 
and #2). 

Facility Management confirmed that PSVs are scheduled to be removed and inspected / 
rcplaced annually. Management reported that this maintenance inspection was not 
performed in 2006. 2007 and 2008, 

Management of Change (MOC) 140 CFR 68.751 & Pre-Startup Review (PSR) 140 
CFR 68.77) 

The facility has a written procedure for management of change, "Change Control 
Procedure," (SOP-API-O 12; 7/17/(7). The Change Control Procedure addresses 
equipment and procedural changes. uses a form to document changes, and includes 
necessary authorizations, The Change Control Procedure does not explicitly address the 
safety and health review of changes. 

Facility management reported that there have been no changes to the process then:fore 
there were no completed MOC reviews on tile for review. The May 2004 PI IA 
Revalidation however noted that the facility did not follow their MOC procedures 
regarding a change involving installation of valves in the Iluorination reactor vent lines 
and in the drain line in the scrubber header and that P&IDs were not updated to retlect 
this change. This change was reviewed during the May 2004 PHA Revalidation however 
the P&l Ds still have not been updated. 
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The facility has a written Pre-Startup Safety Review Procedure (SOP-OPS-007; 1/5/07). 
The PSSR Procedure addresses changes requiring an update to PSI and any changes that 
lrigger a MOC review. The PSSR includes a checklist form to document review and 
appropriate authorizations. There was no PSSR review completed lor the change 
involving installation of valves in the l1uorination reactor vent lines and in the drain line 
in the scrubber header. 

Compliancc Audits 140 CFR 68.791 

There was no record of completed RMP compliance audits. 

Incident Investigation 140 CFR 68.811 

Completed incident investigation reports were on tile for l1uorine incidents which 
occurred on 10/16/03 and 8/6/01. The reports were complete and included corrective 
actions to prevent reoccurrence. 

Employee Participation 140 CFR 68.831 

There was no written employee participation plan available for review, however there 
was evidence of operator participation in development of SOPs and participation in 
PHAs. 

Hot Work l)ermit 140 CFR 68.851 

The facility has a Procedure for Hot Work Permits (SOP-PR-028: 1/5/(7). The procedure 
appears to be consistent with the requirements of 29 CFR 1910.252(a). Reviews are 
documented on a HWI' form. 

Contractor Safety 140 CFR 68.871 

The facility has a written contractor procedure. "Contractors at Archimica Puerto Rico 
Inc." (SOP-PR-031; 1/5/070). The procedure includes requirements lor contractor 
selection, contractor orientation. and performance evaluation. The procedure includes a 
Contractor Evaluation Checklist form. Contractor work is managed through a 
"Contractors' Work Permit." Facility management reported that they do not use outside 
contractors to work on/ncar the process and therefore have no contractor files for review. 

Emergency Response 140 CFR 68.90 - 68.951 

Evaluated by USEPA inspector. 

FACILITY TOUR 



( '!drial1l !.SM (Pllr!l'lo Rico) !nl', Page fj 

R,\fP SlImmarv Rrlf!rJl'l - Sc!{!Ir!lIlher !O, ]008 !11.\{!r!ctiof1 FINAL 

Several items noted during the facility tour include: 

u	 There are no nuorine detectors in use at the t~lcility. The most recent PitA study 
(May 2004) identi tied a recommendation to consider installation of t1uorine detectors 
with interlock shutdown just downstream of the tluorine trailer, with an expected 
completion date of 12/31/04. This item remains unresolved. Facility management 
reported that there is a plan to install three detectors by 1011 /08. Plans are to install 
tluorine detectors at the PCM panel, at the scrubber, and in the fluorine reactor room. 
Additionally. the May 2004 PHA identitied a recommendation to consider installation 
of a lluorine detector in the scrubber header with alarm and interlock shutdown just 
downstream of the tluorine trailer. with an expected completion date of 12/31104. 
This item also remains unresolved. Since these PIIA recommendations are over 
four years old, and in accordance with by ..0 CFR 68.67(e), the facility should 
immediatcly resolve recommendations related to installation of tluorine 
detectors with shutdown interlocks. 

'.J	 Field cross-check between the P&IDs and installed equipment identilied several valve 
/ equipment tags that are no longer legible, particularly in the Pressure Control 
Manifold (PCM) panel. The facility should ensure that all valve / instrument / 
equipment tags are legible, in accordance with good engineering practice. 

o	 Field check of installed equipment / instruments against the P&IDs did not identify 
any inconsistencies. 

o	 The facility uses a retail-purchased Crattsman@ drill as a mixer in the three tluorine 
reactors. The facility should review and verify whether use of this drill as a mixer 
is consistent with good engineering practices and is suitable for its intended 
purpose. 

'.J	 An emergency shutdown switch and sign were observed in the production area. 
Facility management stated that this switch was no longer used for emergency 
shutdown. The facility should remove the emergency shutdown switch and sign, 
since it is no longer in-service. 

'.J	 The rate of reaction in the t1uorine reactors is wntrolled by a combination of Jluorine 
reed rate, reactor mix speed, and cooling water now to coils in the reactor. The 
t1uorination reaction is exothermic. All of these parameters are manually controlled. 
Operators monitor temperature in the tluorination reactor as an indication of a 
possible runaway reaction. A primary safeguard therefore is a high temperature 
alarm on the reactor and operator response. Each reactor is equipped with a 
temperature element, temperature recorder and high temperature alarm crAll). There 
was no record available of inspections / tests on the reactor TAils. Since the TAHs 
are important safeguards, the facility should establish an inspection / test 
schedule to confirm instrument integrity. Additionally, the facility should 
evaluate whether automatic controls / interlocks should be installed in response 
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to high temperature in the reactor, in place of, or in addition to, operator 
J·csponse. 

FINDINGS/RECOMMENDATIONS 

Management System 140 CFR 68.151 

lJ	 The facility must prepare a written description of its RMP management system 
and document other persons responsible for implementing individual 
requirements of the RMP with defined lines of authority, as required by -to CFR 
68.15(a) and (c). 

Registration Information 

LJ	 The RAIP*Submit registration lists Clariant LSM (Puerto Rico) Inc. as the facility 
name. The current facility name is TAPI Puerto Rico. a member of the TEYA Group. 
The facility should update the RMP*S"bmit registration reflecting the correct 
facility name and owner / operator. 

Process Safety Information (PSI) 140 CFR 68.65) 

[J	 The following PSI documentation was not available for review: electrical 
classitieation. ventilation system design. design codes and standards. and description 
of safety systems. The facility should compile all necessary PSI, including 
electrical classification (-to CFR 68.65(d)(l)(iii», ventilation system design (40 
CFR 68.65(d)(l)(v», design eodes and standards (-to CFR 68.65(d)(l)(vi», and 
description of safety systems (-to CFR 68.65(d)( 1)(viii». 

u	 There was no documentation available regarding whether cxisting equipment 
complies with recognized and gencrally accepted good engineering practices. The 
facility must document that equipment complies with recognized and generally 
acceptcd good engineering practices as required by -to CFR 68.65(d)(2). 

Process Hazard Analysis (PHA) 140 CFR 68.671 

[.J	 The May 2004 PHA Revalidation identiticd 24 recommendations. All of these 
rccommcndations were scheduled lor rcsolution by \2/3\ /04. Eighteen 
recommendations remain unresolved. The facility should resolve the 18 opcn 
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rccommcndations from thc May 20U4 t>IIA Rcvalidation, in accordance with 40 
CFR 68.67(c). 

Standard Opcr~lting Procedures (SOPs) 140 CFR 68.691 

:.J	 There was no record of annual certification of SOPs, The facility should annually 
ccrtify operating procedures to confirm that they are current ~tnd accuntte, in 
accordance with 40 CFR 68.69(c). 

Mechanical Integrity 140 CFR 68.731 

[]	 A check of inspection records required under the "Inspection ofTetlon and Glass 
Lined Vessels" (SOP-PR-032: J /5/07) procedure included documentation of quarterly 
inspections of R-7. however. documentation does not use the checklist form described 
in the procedure. Rather. documentation includes only a general statement. The 
facility should adhere to the procedure and use the checklist form rather than 
gencnll documentation as it is more detailed and required per its written 
procedure. 

o	 Facility Management confirmed that PSVs are scheduled to be removed and 
inspected / replaced annually. Management reported that this maintenance inspection 
was not performed in 2006. 2007 and 2008. The facility should adhere to the 
schedule for annu~t1 inspection / replacement of PSVs per its written procedure 
and as required by 40 CFR 68.73(d)(I). 

Management of Change (MOC) 140 CFR 68.751 & Pre-Startup Review (1'SR) 140 
CFR 68.77) 

lJ	 The Change Control Procedure (SOP-API-O I2; 7/17/07) does not explicitly address 
the safety and health review of changes. The facility should ensure that the 
Change Control Procedure includes a review of the impact of the change on 
safety and health, as required by 40 CFR 68.75(b)(2). 

lJ	 The May 2004 PHA Revalidation however noted that the facility did not follow their 
MOC procedures regarding a change involving installation of valves in the 
fluorination reactor vent lines and in the drain line in the scrubber header and that 
P&lDs were not updated to renect this change. This change was reviewed during the 
May 2004 PI-IA Revalidation however the P&IDs still have not been updated. The 
facility should ensure that their Change Control Procedure is followed for all 
changes and should update P&IOs to refleet changes involving installation of 
valves in the fluorination reactor vent lines and in the drain line in the scrubber 
header, as required by 40 CFR 68.75(£1). 
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LJ	 There was no Pre-startup Review completed for the change involving installation of 
valves in the l1uorination reactor vent lines and in the drain line in the snubber 
header. The facility should ensure that a Pre-startup Review is completed for all 
changes involving the need to update PSI, ~lS required by ·10 CFR 68.77. 

Compliance Audits 140 CFR 68.79) 

u	 There were no records of completed RMP compliance audits. The facility must 
complete RMP compliance ~lUdits at least once every three years, as required by 
·10 CFR 68.79. 

Emplovee I'~lrticipation 140 CFR 68.831 

u	 There was no written employee participation plan available for review. however there 
was evidence of operator participation in development of SOPs and participation in 
PHAs. The f~lcility must develop a written cmployce p~lrticipation plan as 
rcquired by 40 CFR 68.83(a). 
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(NOTE: Hazard Asse.nment evaluation completed by Rollit 

Sltirpewar, Sullivan Group) 
FINAL 

Section A - Management /68.151 

\ lanagement system developed and implemented as provided in -W CFR 68.15'.' os OM OU ON/A 
Comments: 

Has the owner or operator: 

I. Developed a managemt:nt systt:m to oversee tht: implementation of the risk management program dements') [68.15(a)] OY !tlN ON/A 

., Assigned a qualified person or position that has the overall responsibility for the development, implementation, and 
integration of the risk management program t:lt:mt:nts'? 168. 15( b)j 

!tlY ON ON/A 

J. Documt:nted other persons rt:sponsible for implementing individual requirements of the risk managemt:nt program and 
defined the lines of authority through an organization chart or similar document'? [68.15(c)j 

OY !tlN ON/A 

Section B: Hazard Assessment 168.20-68,42\ 

Hazard asst:ssment conductt:d and documented as provided in 40 CFR 68.20-68.42'.' !tlS OM OU ON/A 

Comments: 

Hazard Assessment: Offsite consequence analysis parameters 168.221 

I. Used the following endpoints lor otfsite consequence analysis for a worst-cast: scenario: [68.22(a)] 

!tl For toxics: the endpoints providt:d in Appendix A of40 CFR I>art 68') 168.22(a)( l)j 

o For llammables: an e.\plosion resulting in an overpressure of 1 psi'? [68.22Ia)(2)(i)]; or 

o For llammables: a tire resulting in a radiant ht:at/exposure or 5 k\V/m' for 40 st:conds'? 168.22( a )(2)( ii 1I 
o For llammables: a wncentration resulting in a lower llammability limit, as providt:d in NFPA documents or olher 

gt:nt:rally rt:cognizt:d sources? 168.22(a)(2)(iiilJ 

!tlY ON ON/A 

I Note: should be noted 

in RMP. 

., Used the following t:ndpoints for olfsite consequence analysis for an alternativt: release scenario: 168.22(alJ 

!tl For toxics: the endpoints provided in Appendix A of 40 CFR Part 68? [68.22(a)( I )j 

o For llammables: an explosion resulting in an overpressure of I psi? [68.22(a)(2)(i)j 

o For llammables: a tire resulting in a radiant heat/exposure of 5 kw/m' for 40 sewnds'? 168.22Ia)(2)(iil! 

o for Ilammables: a concentration resulting in a lower tlammability limit, as provided in NFPA documt:nts or other 
generally recognized sources? [68.22(a)(2l(iiill 

!tlY ON ON/A 

3. Used appropriate wind spt:eds and stability classes for the releast: analysis'? [68.22(bll !tlY ON ON/A 

4. Used appropriate ambient temperature and humidity values for the release analysis'? 168.22( c l] !tlY ON ON/A 

5. Ust:d appropriate values for the height of the release for the release analysis? 168.22(dl] !tlY ON ON/A 

I'agt: I ur 15 

Re\ ()5/()3<!OOh 
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6. Used appropriate surface roughness values for the release analysis? 168.22icll 0Y ON ON/A 

7. Do tables and models. used for dispersion analysis of toxic substances. appropriately account lor dense or neutrally 
buoyant gases'! 168.22t 1)1 

0Y ON ON/A 

~. Were liquids. other than gases liquelied by refrigeration only. considered to be released at the highest daily maxilllum 
temperature. based on data for the previous three years appropriate fl1l' a stationary source. or at process temperature, 
whichever is higher'? 168.22(g)] 

OY ON 0N/A 

Hazard Assessment: Worst-case release sl'enario analysis 168.251 

9. Analyzed and reported in the RMP one worst-case release scenario estimated to create the greatest distance to an 
endpoint resulting from an accilkntal release of a regulated toxic substance from covered processes under worst-case 
conditions? [68.25(a)(2)(i)j 

0Y ON ON/A 

10. Analyzed and reported in the RMP one worst-case release scenario estimated to create the greatest distance to an 
endpoint resulting from an accidental release of a regulated tlammable substance from covered processes under worst-
case conditions? l68.25(a)(2)(ji)] 

I OY ON 0N/A 

II. Analyzed and reported in the RMJ> additional worst-case release scenarios for a hazard class if the worst-case release 
from another covered process at the stationary source potentially affects public receptors di ITerent I'rom those 
potentially affected by the worst-case release scenario developed under 68.25( a)( 2)( i) or 68.25(a)( 2)( ii)? 
l68.25(a)(2Hiii)1 

I OY ON 0N/A 

12. Has the owner or operator determined the worst-case release quantity to be the greater of the tollowing: l68.25(b)1 

o Il'released from a vessel. the greatest amount held in a single vessel. taking into account administrative controls 
that limit the maximum quantity'? 168.25(b)( III 

o I I' released from a pipe, the greatest amoulll held in the pipe. taking into account administrative controls that limit 
the maximum quantity? [68.25(bH2)j 

I 0Y ON ON/A 

13.a. lias the owner or operator for toxic substances that are normallv gases at ambient temperature and handled as a gas or liquid under pressure: 

13.a.( I) Assumed the whole quantity in the vessel or pipe would be released as a gas over 10 minutes') 168.25(c)( I )j 0Y ON ON/A 

l3,a.(2) Assumed the release rate to be the total quantity divided by 10. iflhere are no passive mitigation systems in 0Y ON ON/A 
place') 16825(cH I)) 

13.b. lias the owner or operator lor toxic gases handled as refrigerated liquids at ambient pressure: 

13.b.( I) Assumed the substance would be released as a gas in 10 minutes. iI' not contained by passive mitigation systems 
or if the contained pool would have a depth of I cm or less? [68.25(c)(2Hili 

13 .b.( 2) I I' released substance would be contained by passive mitigation systems in a pool with a depth .'> I cm; 
o	 Assumed the quantity in the vessel or pipe (as determined pCI' 68.2)(b») would be spilled 

instantaneously to form a liquid pool? l68.25(c)(2)(ii)] 
o	 Calculated the volatility rate at the boiling point of the substance and at the conditions specified in 

68.25(d)? l68.25(c)(2)( ii) I 

DY ON 0N/A 

OY ON 0N/A 

l'a!!e2orl5 

Rev. 05'03 20116 
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IJ.c. lias the owner or operator for toxic substances that are normally liquids at ambient temperature: 

l3.c.( I) Assumed the quantity in the vessel or pipe would be spilled instantaneously to form a liquid pool? 168.25(d)( I II I OY ON !tiN/A 

IJ.c.(2) Dell.:rrnined the surface area of the pool by assuming that the liquid spreads to I em deep, if there is no passive 
mitigation system in place that would serve to contain the spill and limit the surl~lce area, or if passive mitigation 
is in place. was the surface area of the contained liquid used to calculate the volatilization rate'! 168.25(dl(' Hi)] 

I OY ON !tiN/A 

13.c.(J) Taken into account the actual surface characteristics. if the release would occur onto a surface that is not paved or 
smooth? [68.2S(dH I )(iill 

I OY ON !tiN/A 

13.c.(4) Determined the volatilization rate by accounting for the highest daily maximum temperature in the past three 
years, the temperature of the substance in the vessel, and the concentration of the substance if the liquid spilled is 
a mixture or solution? 168.2S(d)(2)] 

I OY ON !tiN/A 

13.c.(5) Determined the rate of release to air from the volatilization rate of the liquid pool'.' [68.251dH3)j I OY ON !tIN!A 

13.c.(6) Determined the rate of release to air by using the methodology in the RMP OfTsite Consequence Analysis 
Guidance. any other publicly available techniques that account lor the modeling conditions and are recognized by 
industry as applicable as part of current practices, or proprietary models that account lor the modeling conditions 
l'nay be used provided the owner or operator allows the implementing agency access to the model and describes 
model features and differences from publicly available models to local emergency planners upon request? 
168.25(dI(J)] 

What modeling technique did the owner or operator use'! [68.2S( g)j 

OY ON !tiN/A 

IJ.d. Has the owner or operator lor flammables: 

IJ.d.( I) Assumed the quantity in a vessells) of flammable gas held as a gas or liquid under pressure or refrigerated gas 
released to an undiked area vaporizes resulting in a vapor cloud explosion'? 168.251e)) 

OY ON !tiN/A 

13.d.(2) For refrigerated gas released to a conta'ined area or liquids released below their atmospheric boiling point. 
assumed the quantity volatilized in 10 minutes results in a vapor cloud'? 168.25( nJ 

OY ON !tiN/A 

13.d.(3) Assumed a yield factor of 10%01' the available energy is released in the explosion for determining the distance to 
the explosion endpoint, if the model used is based on TNT-equivalent methods? 168.2S( e) I 

OY ON !tiN/A 

I~. Used the parameters defined in 68.22 to detcrmine distance to the endpoints'? 168.25(g)/ !tIY ON ON/A 

15. Determined the rate of release to air by using the methodology in the Rr-.-I I) OITsite Consequence Analysis Guidance, 
any other publicly available techniques that account lor the modeling conditions and arc re~ognized by industry as 
applicable as part of current practices, or proprietary models that account lor tht: modeling wnditiuns may be used 
providcd the owner or operator allows the implementing agency access to the model and describcs model reatmes and 
ditTerences from publicly available models to lucal emergency planncrs upon request'? /68.25(g)1 

What modeling technique did the owner or operator use'? [68.25(g)] {'real Locations or Hazardous Atmospheres 
[ALOIL\(Rl! 

!tIY ON ON/A 

16. Ensured that the passive mitigation systt:m. iI' considered. is capable or withstanding the release t:vent triggering the 
scenario and will still Illllction as intended'? 168.25(h)[ 

OY ON !tIN,'A 

Pagc 3 or 15 
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17.	 Considcred also the following 1~lctors in selecting the worst-case release scenarios: 168.25( i II OY ON 0N/A 

o	 Smaller quantities handled at higher process temperature or pressure') [68.25(i)( I lJ 

o	 Proximity to the boundary of the stationary source? 168.25(i)(211 

lIazard Assessment: Alternative release scenario analysis [68.28[ 

18.	 Identified and analyzed at least one alternativc release scenario for each regulated toxic substance held in a covercd 
process( es) and at least one altcrnative release scenario to represent all tlammable substances held in covered 
processcs? [68.28(a)] 

19.	 Sclected a scenario: 168.28(bll 

~	 That is more Ii kely to occur than the worst-case relcasc sccnario under 68.25'1 168.28( b)( I )( i)j 

0	 That will reach an endpoint oIT-sitc. unlcss no such scenario e.xists? 168.28(b)( I )(iil] 

20.	 Considered rclease scenarios which included, but are not limited to. the following: 168.28( b)( 2)j 

0	 Transfcr hose relcases due to splits or sudden hose uncoupling? [68.28(b)(2)(i)] 

0	 Process piping releascs from failures at tlanges, joints, welds. valves and valvc scals, and drains or bleeds? 
168.28(b)(2)(iil] 

0	 Proccss vessel or pump releases due to cracks, seal failure, llr drain, bleed, or plug failure? 168.28(b)(2)(iii)1 

0	 Vessel overlilling and spill, or overpressurization and venting through rcliefvalves or rupture disks'!
 
168.28(b)(2)(ivll
 

0	 Shipping containcr mishandling and breakage or puncturing Icnding to a spill') 168.28(b)(2)(vll 

21.	 Used thc parameters delincd in 68.22 to detcrminc distancc to the endpoints? 168.28(cll 

..,.., Determined the rate ofrelcasc to air by using the methodology in the Rf\.lP OITsite Consequcnce Analysis Guidancc, 
any other publicly availablc techniques that account for the modeling conditions and are rccognizcd by industry as 
applicable as part of current practiccs, or proprictary models that account for the modeling conditions may be used 
provided the owner or operator allows the implementing agency access to the model and describes model features and 
differences from publicly available models to local emergency planners upon request'? [68.28(c)] 

What modeling technique did the owner or operator use? [68.25(g)] !\real Locations of Hazardous Atmospheres 
IALOIIA(Rll 

.."_J.	 Ensured that the passive and active mitigation systems, if considered, arc capable of withstanding the release event 
triggering thc sccnario and will be functional? 168.28(dl] 

2.t.	 Considcred the following factors in selecting thc altcrnative rel.:ase scenarios: 168.28(ell 

0	 The five-year accident history provided in 68,.t27 168.28(e)( III 

0	 Failure scenarios identilied under 68.507 168.28(e)(2l] 

0Y 

0Y 

0Y 

ON 

ON 

ON 

ON/A 

ON/A 

ON/A 

0Y 

0Y 

ON 

ON 

ON/A 

ON/A 

OY 

0Y 

ON 

ON 

0N/A 

ON/A 
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lIazard Assessment: Defining off-site iml)acts-Population 168.301 

:25. Estimated population that would be included in the distance to the endpoint in the Rf\.lP based on a cin:k with the 
point of release at the center'1 [68.30(all 

1 0Y ON ON/A 

26. Identilicd the presence of institutions. pmks and recreational areas, major cOlllmercial, ortice, and industrial buildings 
in the R!\lP? 168.30(bH 

0Y ON ON/A 

27.	 Used most recent Census data, or other updated intlJrlllation to estimate the population') 168 ..,0(cll 0Y ON ON/A 

28.	 Estimated the population to two significant digits? [68.30(dl] 0Y ON ON/A 

lIazard Assessment: Defining off-site imll:lcts-Elwironment 168.331 

29. Identified environmental receptors that would be included in the distance to the endpoint based on a circle with the 
point of release at the center? [68.33(alJ 

30. Relied on information provided on local U.S.G.S. maps, or on any data source containing U.S.G.S. data to identify 
environmental receptors') [Source may have used LandView to obtain information 1168.33( b) I 

lIazard Assessment: I{eview and update 168.361 

31. Reviewed and updated the ofT-site consequence analyses at kast once every live years') 168.36(a) I 

32.	 Completed a revised analysis and submit a revised RMP within six months of a change in processes, quantities stored 
or hand led. or any other aspect that might reasonably be expected to increase or decrease the distance to the endpoint 
by a factor of two or more? [68.36(b)J 

lIazard Assessment: Documentation 168.391 

0Y ON ON/A 

0Y ON ON/A 

lilY ON ON/A 

OY ON 0N/A 

.D. For worst-case scenarios: a description of the vesscl or pipeline and substance sclected, assumptions and parameters 
used, the rationale for selection, and anlicipated effect of the administrative controls and passive mitig'ltion on the 
release quantity and rate? [68.39(a)] 

OY ON ON/A 

.14. For alternative release scenarios: a description of the scenarios identified. assumptions and parameters used. the 
rationale for the selection of specific scenarios, and anticipated effect of the adnlinistrative controls and mitigation on 
the release quantity and rate') [68.39( bJI 

OY ON ON/A 

35. Documentation of estimated quantity released, release rate. and duration of release';' 168.39(cll OY ON ON/A 

36. !\<lethodology used to determine distance to endpoints'l /68.39(dll 0Y ON ON'A 

:; 7. Data used to estimate population and environmental receptors potentially allected? 168.39( <.::)] OY ON ON/A 

I'ag.: 5 0115 
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RM P l'rogra m Level 3 Process Chccldist Facility Namc: CL\RIANT LSM (l'UEn.TO RICO) INC.
 
RMP Insrection Uatc: SEPTEMBER 10,2008
 

lJSEPA Insrcctors: CARLOS RIVERA - USEPA, REGION II,
 
CARIBBEAN OFFICE &
 

NEIL MULVEY, SULLIVAN GROUP (Subcontractor)
 
(NOTE: lIazard /bsessmellt evaluation completed by Roltit 

Sltirpewar, Sullivan Group) 
FINAL 

Jlazard Assessmellt: Five-year accidellt history IMJA21 

18. lias the owner or operator included all accidental n:leases from covered processes that resulted in deaths. injuries. or Oy ON ItlN/A 
significant property damage un site. or known ulTsite deaths. injuries. evacuations. sheltering in place. property 
damage. ur environmental damage'? 168,42(all 

39. lias the uwner ur operator repurted the following in tunnatiun fur each accidental release: 168.42( b) I Oy ON ItlN/A 

o Date. time. and approximate duration uf the release'? [68.42( b)( I )I 

o Chemical(s) released? [68,42( b)(211 

o Estimated quantity rekased in pOllnds and percentage weight in a mixture (toxiCS)'.l 168A2(b)(3l! 

o N,\ICS code for the process'? 168.42(b)(4)1 

o The type of release evenl and its suurce'? 168.,12(b)(5)1 

o Weather cunditions (if knuwn)'? [68,42(b)(6ll 

o On-site impacts'.' 168A2(b)(7)1 

o Knuwn albite impacts':' 168.42(b)(8l] 

o Initiating event and contributing 1~1ctors (if known)'? [68.42(b)(911 

o Whether olTsite responders were notified (i I' known)? [68.421 b)( 10) I 

o Operational or process changes lhat resulted from investigation of the rekase'J 168.42( b)( I I lI 

Section C: Prevention Program 

Implemented the Program 3 prevention requirements as provided in 40 CFR 68.65 - 68.87'> OS OM ou ON/A 

Comments: 

I'ag<: () of 15 
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RMP Program Level 3 Process Checklist Facility Name: CL\UIANT LSM (PlIEH.TO RICO) INC. 
RMP Inspection Datc: SEPTEMBER 10,2008 

USEPA Inspectors: CARLOS IHVEI~A - USEPA, REGION II, 
CARIBBEAN OFFICE & 

NEIL MULVEY, SULLIVAN GROUP (Subcontractor) 
(NOTE: [[azard Assessmellt evaluation completed by Roltit 

Sltirpewar, Sill/ivan Group) 
FINAL 

Prevention Program- Safety information 16H.651 

I. lias the own;;:r or operator compilcd written process safely information. which includes information pertaining to the 
hazards of the regulated substances used or produced by the process. information pertaining to the technology of the 
process. and information pertaining to thc equipment in the process. before conducting any process hazard analysis 
required by the ruk? 168.6S(a)1 

Docs the process safety information contain the lollowing for hazards of the substances: 168.65( b) I 

o Material Safety Data Sheets (MSDS) that meet the requirements of the OSH A Ilazard Communication Standard 
[29 CFR 1910.1200(glJ? [68048('1)( I II 

o Toxicity information? 168.()S(bH 1)1 

o Permissible exposure limits? 168.6S(bH2ll 

o Physical data? 168.6S(bH3ll 

o Reactivity data') 168.6S(b)(411 

o Corrosivity data? 168.6S(bHS)) 

o Thermal and chcmical stability data'! 168.6S( b)(6)j 

o Ilazardous effects of inadvcrt;;:nt mixing of materials that could forese;;:ably occur? 168.6S( b)( 7) J 

0Y ON ON/A 

., lias the owner documented inl"(mnat;on pertaining to technology of the process'! 

o A block !low diagr<lm or simplilied process flow diagram') 1()8.65(c)( 1)( i1I 

o Process chemistry'! [68.6S(c)( I )(iilJ 

o Ma.ximum intended inventory? 168.65(c)( I )(iii)\ 

o Safe upper and lower limits for such items as temperatures. pressures. !lows. or compositions? 168.6S(CH I )(ivll 

o An evaluation of the consequences of deviation? [68.6S( c)( I )( iv) I 

0Y ON ON/A 

3. Does the process salety information contain the following for the equipment in the process: [68.65(d)( I II 

o rvlaterials of construction? 68.6S(dH 1Hi)l 

o Piping and instrumentation diagrams [68.65(d l( I Hii)) 

o Electrical c1assilication? [68.6S(dH II(iiil] 

o Relief system design and design basis? 168.65(dH 1)( ivll 

o Venlilation system design? 168.65(d)/ IHV)I 

o Design codes and standards employed') 168.65(d)( I Hvi)1 

o f\laterial and energy balances for processes built aner JUlie 21. /999? 16S.65(d)( 1)(vii)1 N/A 

o Sat'cty systems'? [68.65(d)( I)(viii)1 

PARTIAL 

OY ON ON/A 

4. lias the owner or operator documented that equipment complies with recognized and generally accepted good 
engineering practices') [68 .65(d)(2) J 

OY 0N ON/A 

Page 7 of 15 
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RMP Program Level 3 ()roeess Checklist Facility Name: (,LARtAN'!' LSM (PUERTO RICO) INC.
 
H.MP Inspection Date: SEPTEMBER 10, ZOOS
 

USEPA Inspectors: CARLOS RIVERA - USEPA, REGION II,
 
CARIBBEAN OFFICE &
 

NEIL j"IULVEY, SULLIVAN GIH)UP (Subcontractor)
 
(NOTI..:: I/azard A.n·eJJmellt evalllation completed by Rollit 

Sltirpewar, Sullivan Group) 
FINAL 

5.	 Has the owner or operator determined and documented that existing equipment, designed and constructed in OY ON IilN/A 
accordance with codes, standards, or practices that are no longer in general lise, is designed, maintained, inspected, 
tested, and opc:rating in a safe manner'? 168.65( d)( 3" 

Prevention I'rogram- I'rol'ess "azarll Analysis 168.671 

6.	 II as the owner or operator performed an in itial process haLard analysis (I'll t\ " and has th is anal) sis identi tied, lilY ON ON/A 
evaluated, and controlled the hazards invulved in the process'? 168.67( a H 

7.	 Has the owner or operator determined and documented the priority order for conducting PllAs, and was it hased on an OY ON IilN/A 
appropriate rationale'? [68.67(all 

8.	 Has the owner used one or more of the following technologies to conduct process PH;\: [68.67(hll lilY ON ON/A 

0 Whal-il? [68.67(b)( I 11 

Iil Checklist'! [68.67(h)(2)] 

0 What-i tiCheckl ist') [68.6 7( h)( 3)] 

Iil Hazard and Operability Study (HAZOP) \68.67(h)(4)1 

0 Failure ~lode and 1:::ITects Analysis (Fr-.1EA) 168.67(b)(511 

0 Fault Tree Analysis') /6S.67(hH6)\ 

0 An appropriate equivalent methodology'? [68.6 7( hH7)J 

().	 Did the I'HA address: lilY ON ON/A 

Iil The hazards of the process'! [68.6 7( c)( I )I 

Iil Identitication of any incident that had a likely potential for catastrophic consequences'! 168,67(cH2)/ 

Iil Engineering and administrative controls applicable to hazards and interrelationships·)168.6 7( c)( 3) I 

Iil Consequences of failure of engineering and administrative controls'? [68/)7( c)( 4) I 

Iil Stationary source siting'! [68.6 7( cH 5H 

Iil II1Iman factors'.) 168.67(c)(6l] 

Iil r\n evaluation of a range of the possible satCly and he,dth elTects of fai lure or controls! 168.6 7( c H7) 1 

lilY ON ON/A 
appropriate personnel'! I()8,6 7( d 1I 

10.	 Was the PHA performed by a team with expertise in engineering and process nperations and did the team include 

II.	 lias lhe owner or operalOr established a system to promptly address the team's lindings and recommendalions; assured OY IilN ON/A 
that the recommendations are resolved in a timely manner and dncumented: documented what actions are to he taken: 
compkted actions as sOlin as possible; developed a written schedule of when these actions are to be completed; and 
communicated the actions to operating, maintenance, and other employees whllse work assignments are in the process 
and who may be affected by the recommendations') [68.6 7( e) I 

11.	 Has the PHA been updated and revalidated by a team every live years after the cllmpletion lIfthc initial PHA to assure lily ON ON/A 
that the PHA is consistent with the current process? [68.67(1)) 

Pa~.: XlIf 15 

R.:\	 05/03'1()()6 



RMP Program Level 3 Process Checklist Facility Name: CLARtANT LSM (pUERTO l{leO) INC.
 
RMP Inspection Ilatc: SEPTEMBER to,200S
 

lISEPA Inspectors: CARLOS RIVERA - USEPA, REGION II,
 
CARIBBEAN OFFICE &
 

NEIL MULVEY, SULLIVAN GI{OUP (Subcontractor)
 
(NOTE: I/(Izard /b'se.\'.mlent evaiulltion completed by Rollit
 

SIIirpewlIr, SUIliVllII Group)
 
FINAL
 

13. Has the owner or 0pl:rator retainl:d PHAs and updates or revalidations lor I:ach process covered, as well as the 0Y ON ON/A 
resolution of recommendations for the Ii re or the process'? [68.67( gl J 

Prevention Program- Operating procedures 168.691 

14. lIas the owner or operator deYl:loped and implemented written opcrating procedures that provide instructions or steps 
for conducting activities associatl:d with I:ach covered proCI:SS consistent with the saldy information'? 168.69(alJ 

0Y ON ON/A 

15 Do the procedures address the following: [68.69(a)) 

Steps Itlr each op-erating phase: 168.69(a)( I!I 

o Initial Startup? [68.69(a)( I )(ill 

o Normal operations'? [68.69(a)( I )(iill 

o Temporary operations') [68.69( (a)( I )( iii) J N/A 

o Emergency shutdown including the conditions under which emergency shutdown is required, and the 
assignment of shutdown responsibility to qualilied operators to ensure that emergency shutdown is executed 
in a safe and timely manner') 168.69(a)( I )(ivlJ 

o Emergency operations'? [68.69( a)( 1)( Yl] 

o Normal shutdown'? [68.68(a)( I )(vi)j 

o Startup tollowing a turnaround. or aller emergency shutdown'? [68.69(a)( I )(viill 

Operating limits: 168.69(aH21J 

o Consequences of deviations [68.69(a)(2)lil1 

o Steps required to correct or avoid deviation') 168.69(a)(2)(iil] 

Safety and health considerations: 168.69(a)(3)j 

o Properties of, and physical hazards presented by. the chemicals used in the process 168.69(a)( J)( i)] 

o Precautions necessary to prevent exposure. including engineering controls. administrative controls, and 
personal protective equipment'? 168.69(a)(3)(iil] 

o Control measures to be taken iI' physical contact or airborne exposure occurs'? 168.69(a)(.3)( iii)] 

o Quality control lor raw materials and control of hazardous chemical inventory leyels'? 168.69(a)(.3)( iv) I 

o Any special or unique hazards? [68.69(a)(])(vH 

o Sal'cty systems and their functions? [68.69(a)(411 

0Y ON ON/A 

16. Are operating procedures readily accessible to employees who are inyolved in a process'? [68.69(b)j 1 0Y ON ON/A 

17. Has the owner or operator certified annually that the operating procedures arc current and accurate and that proeedurl:s 
have been reviewed as ollen as necessary'? [68.69(c)] 

[ OY 0N ON/A 

18. Has the owner or operator dcvclnped 'Illd implcmented safe work practices lo proviJe 1'01' the control of hazards during 
specific operations, such as lockout/tagout') [68.69( d)] 

I 0Y ON ON/A 

1'~lge l) nl' IS 

ReI. OSi03i2()()6 



MP I)ro~ram Lc\'c13 I)roccss Checklist Facility Name: CLAIUANT LSM (PUERTO RICO) INC.
 
RMP Inspection Date: SEPTEMBER 10, Z008
 

USEI)A Inspcctors: CARLOS RIVERA - USEPA, REGION II,
 
CARIBB~:ANOFFICE &
 

NEI L MULVf:Y, SULLIVAN GROUP (Subcontractor)
 
(NOTE: /[tlzard /1.\'ses.w/{!I1t evaluation completed by Ro/iit 

,\T/iirpewar, Sullivau Group) 
FINAL 

rcvcntion I'rognlll1 - Training 1611.711 

<) Has each employee involved in operating ,I process. and each employee bcforc being involved in llperming a newly 
assigncd process, been initially trained in an llverview of tbc proecss and in the operating proccdures'? 168.71 (a)( I )I 

I 0Y ON ON/A 

O. Did initial training include emphasis on safety and health hazards, emergency operations induding shutdown. and safe 
work practices appl icanle to the employee' s job tasks'? 168.71l aHI) I 

I 0Y ON ON/A 

:I. In lieu of initial training for those employees already involved in operating a prtlCCSS on June 21. 1999. an owner or 
operator lIlay certify in writing that the cmployce has the required knowledge. skills, and abilities to safely carry out 
the duties and responsibilities as specilicd in the operating procedures 168.71(a)(211 

I OY ON 0N/A 

n lias refresher training been provided at least every three years. or morc ollen if necessary. to each employee involved 
in operating a process to assure that the employee understands and adheres to the current operating procedures of the 
process'? [68.71 (bll 

I 0Y ON ON/A 

23, Has owner or operator ascertained and documented in record that each employce involved in operating a process has 
received and understood the training required'? 168.71 (C) I 

I 0Y ON OJ\;iA 

24. Does the prepared record contain the identity of the employee. the dale of the training. and the means used to verify 
that the employee understood the training'? [68.71 (c) I 

I 0Y ON ON/A 

I'revention "mgram - Mcchlillicllllnlcgl'ity 168.731 

25.	 lIas the owner or operator eSl<iblishcd ,lIld implemented wriltcn procedures to maintain the on-going IIltegrity of the 
process elluipmentlisted in 68.73(a)? [68.73(b)1 

26.	 lias the owner llr operator trained each employee involved in maintaining the on-going integrity of process equipment? 
[68.73(cJl 

27.	 Performed inspections and tests on process equipment'? 168.73( d)( I )I 

28.	 Followed recognized ilnd generally accepted good engineering practices for inspections and testing procedures" 
[68.7J(dH2l] 

29.	 Ensured the frequency of inspections and tests Llf process equipment is consistcnt with applicable manufacturers' 
recommendations. good engineering practiccs. and prior operating experience'? [68. 7J( d)( J)j 

30.	 Documented caeh inspection and test Ihat had been performed on process equipment. which identi lies the d<lle of the 
inspection or test. the name of the person who perfonncd the inspection or test. the serial number or other identilier of 
the equirment on which the inspection or test was performed. a dcscription llf the inspcction or test performcd. and the 
results of the inspection or lest? 168.7JldH4)1 

31.	 Corrected deficiencies in equipment that were outside acceptable limits defined by the process safety information 
before further use or in a safe and timely manner when necessary means were takcn tll assure safe operation? 
[68. 73( e)j 

I'mtciOofl5 

0Y ON ON/A 

0Y ON ON/A 

OY ON ON/A 

PARTL\L 

0Y ON ON/A 

0Y ON ON/A 

0Y ON ON/A 

0Y ON ON!A 

I{c\ 05'OJl1006 



RlVIP Program Level 3 l)roeess.Checldist Facility Name: CLARIANT LSM (PUERTO RICO) INC.
 
RJ\'W Inspection Date: SEPTEMBER to, 2008
 

USEPA Inspectors: CARLOS RIVERA - USEPA, REGION II,
 
CARIBBEAN OFFICE &
 

NEIL MULVEY, SULLIVAN GROUP (Subcontractor)
 
(NOTE: Hazard Assessment evaluation completed by Rollit 

Sliirpewar, Sullivan Group) 
FINAL 

.12. AssurcJ lhat equipment as it was rabricateJ is suitable for the process application for which it will be used in the 
construction of new planls anJ equ ipment'! [68.73( 1)( I )1 

I 0Y ON ON/A 

33. I>errormed appropriate checks and inspections to assure that equipment was installed properly and consistent with 
design specifications and the m,lI1ut~lcturer's instructions'! 168.73(f)(2)1 

I 0Y ON ON/A 

\4. Assured that maintenance materials. spare parts and equipment were suitable for the process application for which they 
would be used'! 168.73(1")(3)/ 

1 0Y ON ON/A 

Prevention Program - Management Of Change 16H.751 

35. Has the owner or operator est'lblisheJ and implemented written pro\:cdures to manage changes to process cllL'micals. 
technology, equipment, and procedures. and changes to stationary sources that al't'e\:t a covered process') 168.75(;\)1 

0Y ON ON/A 

36. Do procedures assure that the following consiJerations are addressed prior to any \:hange: 1(,8.75( bJi 

o The technical basis for the proposed change'? 168.75(b)( I II 

o Impact of change on safety and health'? 168.75(b)(2l] 

o ~Iodifications to operating procedures') 168.75(b)(3)] 

o Necessary time period for the change'? [68.75(b)(411 . 

o ,\uthorization requirements for the proposed change'? [68. 75( b)( 5)/ 

PARTIAL 

OY ON ON/A 

37. Were elnployees, involved in operating a process and maintenance. and contract employees, whose job tasks would be 
'1lTected by a change in the process, informed or, and trained in. the change prior to start-up of the process or affected 
parts oflhe process') [68.75(c)1 

I 0Y ON ON/A 

38. Ira change resulted in a change in the process safety information, was such information upd.ned accordingly'? 
[68.75(J)J 

1 OY 0N ON/A 

39. I f a change resulted in a change in the operating procedures or practices, had such procedun:s or practices been 
updated accordingly'? [68.75(e)j 

I OY ON 0N/A 

Prevention I>rogram - Pre-startup Safety I{eview 168.771 

-10.	 If the facility installed a new stationary source. or signilicantly modified an existing source. (;IS discussed at 68.77(a)) 
did it perform a pre-startup safety review prior to the introduction of a n:gulated substance to a process 10 confirm: 
168.77lh)1 

o	 Construction and cquipment was in accordance with dcsign specitications') 168.77(bH I II 

o	 Salcty, operating. maintenance, and emergcncy procedures were in placc and were adequate? 168.77( b)( 2) 1 

o	 for new stationary sources, a process hazard analysis had becn pcrformcd and rccol11lllendations had been 
resolved or implemented belore startup'.' [68.77(b)(3ll 

o	 t\lodi tied stationary sources meet the requircments contained in management of change? 168.77( b )(311 

o	 Training of each elllployee involved in operating a process had been completed') [68.77(b)(4)j 

OY 0N ON/A 

1'~lg.: I I of IS 

I{.:\ OS,()3120116 



RMP Program Level 3 Process Cheeldist Facility Name: CLARIANT LSM (PUERTO RICO) INC.
 
RMP Inspection nate: SE.PTEMBER 10,2008
 

lISEPA Inspectors: CARLOS RIVEI{A - USEPA, REGION fl,
 
CARIBBEAN OFFICE &
 

NEIL MULVEY, SULLIVAN GIU)UP (Subcontractor)
 
(NOTE: I/awrd Assessmeut evaluation completed by Rollit 

SIIirpewar, Sullivan Group) 
FINAL 

I'reventioll Program - Compliance audits 168.791 

.~ 1. Has the owner or operator certi lied that lhe stationary suurce has evaluated compl ianl.:e with the provisions of the 
prevention program at least every three years to verify that the devdoped procedures and practices are adequate and 
being followed? 168.79(a)l 

I OY 0N ON/A 

'+2. Has the audit been wnducted by at least one person knuwledgeable in the process? 168.79(b)/ I OY 0N ON/A 

'+.1. Are the audit findings documented in a report? [68.7%;)[ I OY 0N ON/A 

-14. Has the owner or operator promptly determined and dOl.:ulllented an appropriate response to ead1 of the Iindings of the 
audit and dOl.:umented that deficiencies had been corrected'.' 168. 79( (I) 1 

I OY ON 0N/A 

~5. Has the owner or operator n:tained the twu 1110st rel.:ent compliance repurts') 168. 79( e) 1 I OY 0N ON/A 

Prevention Program - Incillcnt investigation 168.811 

'+6.	 lias the owner or operator investigated e<ld1 inl.:ident that resulted in, or wuld reasonably have resulted in a 
catastrophic release ora regulated substance? 168.8I(a)1 

47.	 Were all incident investigations initiated not later than .+8 hours following the incident'? [68.81( b) I 

'+8.	 Was an accident investigation te<lm established and did il consist of at least one person knowledgeable in the process 
involved. including a contract employee if the incident involved work of a I.:ontral.:tor. and other persons with 
appropriate knowledge and experience to thoroughly investigate and analyze the incident'? 168.8 I (c) J 

49.	 Was a report prepared at the conclusion of every investigation'? 168.8\ (d)] 

50.	 Does every report include: [68.8I(dl] 

0 Date of incident? [68.81 (d)( I )1 

0 Date investig<ltion began? [68.8/(d)(2)1 

0 A description of the incident'? [68.81(d)(3l] 

0 The factors thatl.:ontributed 10 the il1l.:ident? 168.81 (d)( 4) 1 

0 Any recommendations resulting from the investigation') 168.81 (d)( 511 

51.	 lias lhe owner or operator eSl<lblished a system to address and resolve the report findings and rel.:onll11endations. and 
are the resolutions and wrrel.:tive al.:tions ducumented') 168.81 (e) 1 

52.	 Was the n:port reviewed with all affel.:ted persunnel whose job tasks are relevant to the incident Iindings including 
I.:ontract employees where appliulblc? [68.81 (n I 

53.	 lias the llwner or operatur retained inl.:ident investigation reports lor at least live) cars'? 1()8.81 (g) I 

Pagc 12,,1" 15 
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ON/A 

ON/A 
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I~MP Program Level 3 IJroccss Checklist Facility Name: ('LARIAN'" LSM (PUERTO RICO) INC.
 
RM I' Inspection Date: Sr':PTEMBER to, 2008
 

USEPA Inspectors: CARLOS RIVERA - USEPA, REGION II,
 
CARIBBEAN OFFICE &
 

NEI L 1\'1 lJLVEY, SlJ LLiVAN GROUP (Subcontractor)
 
(NOTE: /lazard Asse.H'IIIe"t evaluation completed by Ro/rit 

Sltirpewar, Sullivan Group) 
FINAL 

Section D - Employee Particiration 168.831 

I. lIas the owner or operator developed a written plan of action re~ardin~ the implementation 01' the employee 
participation required by this section'? [68.83(a)1 

OY 0N ON/A 

., lias the owner or operator consulted with employees and their representatives on the conduct and development of 
process hazards analyses and on the development oflhe other clements of process safety management in chemical 
accident prevention provisions'! [68.83(b)/ 

0Y ON ON/A 

3. Has the owner or operator provideu to employees anu their representatives access to process hazards analyses anu to 
,III other information requireu to be ueveloped unuer the chemical aCl.:iuent prevention rule') 168.iU(c)1 

0Y ON ON/A 

Section E - lIot Work Permit 168.85) 

I. lias the owner or operator issueu a hot work permit for each hot work opemtion conducted on or ncar a covereu 
process'? [68.85(a)] 

0Y ON ON/A 

., Does the permit document that the lire prevention and protection requirements in 29CFr~ 

implemented prior to beginning the hot work operations'? [68.85(b)1 
1910.252(a~ have been 0Y ON ON/A 

,-, . Does the permit indicate the uate(s) authorized for hot work and the object(s) upon which hot work is to be performed? 

[68.85( b' 

0Y ON ON/A 

4. Are the permits being kept on lile until completion of the hot work operations') 168.85(b)/ 0Y ON ON/A 

Section F - Contractors 168.871 

I. lias the owner or operator obtaineu and evaluated information regarding the contract owner or operator's safety 
performance and pro~rams when selecting a contractor') 168.87(b)( 1)1 

., Informed contract owner or operator of the known potential fire, explosion, or toxic release hazards related to the 
contractor's work and the process? (68.87(b)(2l! 

3. Explained to the contract owner or operator the applicable provisions of the emer~ency response or the emergency 
action program? [68.87(bH3)] 

4. Developeu and implemented safe work practices consistent with ~68.69(d), to control the entrance, presence, and exit 
of the contract owner or operator and clmtract employees in the covered process areas') [68.87(bH4)[ 

:" I>eriodically evaluated the performance of the contract owner or operator in fullilling their obligations las described at 
6887(cHI)- (c)(5))? 168.87(b)(5)1 

lOY ON 0N/A 

OY ON 0N/A 

OY ON 0N/A 

0Y ON ON/A 

OY ON 0N/A 

Section G - I':mergcncy Response 168.90 - 68.95\ Evaluated by USEPA inspector. 

Developed and implemented an emergency response program as provided in 40 CTR 68.90-6H.95'? OS OM ou ON/A 

Commellls: 

l'agel30115 

Ik\ 05103,2000 



RM P Program Lenl 3 Process Checlilist Facility Name: CLARIANT LSM (PUERTO RICO) INC.
 
RMP Inspection Date: S~=PTEM BER 10,2008
 

US~=PA Inspectors: CARLOS IUVE1{A - USEPA, REGION II,
 
CAIUBBEAN OFFICE &
 

NEIL MULVEY, SLJLLlVAN GROUP (Subcontractor)
 
(NOTE: llazard Assessment evaluation completed by Rollit 

Sltirpewar, Sullivan Group) 
FINAL 

I. Is the r~\I,;ility designated as a "Iirst responder" in case of an accidental release of regulated substances"	 OY ON ON/A 

I.a. If the facility is not a first responder: 

la.( I) For stationary sources with any regulated substances held in a process above threshold quantities, is the source OY ON ON/A 
included in the community emergency response plan developed under 42 U.S.c. IIOOJ'.' 168,90(bH I lj 

l.a.(2) For stationary sources with only regulated tlal1lmable substances held in a process above threshold quantities, has OY ON ON/A 
the owner or operator coordinated response actions with the local lire dq)artment,? 168.90( bH::) J 

l.a.(3) Are appropriate mechanisms in place to notify emergeney responders when there is need Jor a response'l OY ON' ON/A 
[68.90(bHJl] 

'1 An emergency response r1an is maintained at the stationary source and contains the tollowing? [68.95(a)( I II OY ON ON/A 

0	 Procedures tor informing the public and local emergency response agencies about accidental releases?
 
168.95(a)( I )(;)J
 

0	 Documentation of proper first-aid and emergency medical treatment necessary to treat accidental human
 
exposures? [68.95('1)( 1)(ii)J
 

0	 Procedures and measures for emergency response after an accidental release of a regulated substance'?
 
[68.95(aH I HiiilJ
 

OY ON ON/A3.	 The emergency response plan contains procedures 1'01' the use of emergency response equipment and 1'01' its inspection, 
testing, and maintenance? [68.95(a)(2)J 

4. The emergency response plan requires, and there is documentation of, training for all employees in relevant OY ON ON/A 
procedures? [68.95(a)(3)J 

5.	 The owner or operator has developed and implemented procedures to review and update, as appropriate, the OY ON ON/A 
emergency response plan to reflect changes at the stationary source and ensure that employees arc informed of 
changes? [68.95(aH4l/ 

6.	 Did the owner or operator usc a written plan that complies with other Federal contingency plan regulations or is OY ON ON/A 
consistent with the approach in the :"Jational Response ream's Integrated Contingency Plan Guidance ("One Plan'")'? 
If so, docs the plan include the elements provided in paragraph (a) of 68.95, and also complies with paragraph (C) of 
68.95'! 168.95(b)! 

7. Has the emergency resronse plan been eoordinated with the community emergency response plan developed under OY ON ON/A 
EPCHX'168,9S(cli 

Section 11- Risk Management Plan HO CFR 68.190 - 68.1951 

I.	 Does the single registration form includc, for each covered process, the name and CAS number of each regulated 
substance held above the threshold quantity in the process, the maximum quantity of each regulated substance or 
mixture in the process (in pounds) to two significant digits, the five- or six-digit Nr\lCS code that most closely 
corresponds to the process and the IJrogram level of the process? 168. 160( bH7) I 

'1 Did the faci Iity assign the correct program level( s l to its covered process( es)'! 168. 160( bH7) I 

!!:IY ON ON/A 

!!:IY ON ON/A 

l"lg\.' 1"101' 15 

Ih'\ 0510Y!OI)6 



RMP Program Lc"cl J Proccss Chl'c1dist Facility Name: CLARL\NT LSi"'l (pUERTO IUCO) INC.
 
RMP Inspcction Date: SEPTEMBEI~ 10,2008
 

USEPA Inspectors: CARLOS RIVERA - USEPA, I{EGION II,
 
C\lUBBEAN OFFICE &
 

NEIL MULVEY, SULLIVAN GROUP (Subcontractor)
 
(NOTE: l/azard /hses.Hllelll evaluation completed by Rollit 

..\'Ilirpewar. S"lIivan Group) 
FINAL 

3. Ilas the owner or operator reviewed and updated the IUd!> and submitted it to LPA 168. I')O( a) I" 

Reason for update: 

o Five-year update, 168.I'JO(o)( 1)1 

o \Vithin three years ora newly regulated substance listing. 168,190(b)(2)1 

o At the time a new regulated suostance is tirst present in an already regulated process aoove threshold quantities. 
168.190(b)(3)J 

o At the time a regulated suostance is lirst present in an new process above threshold quantities./68.190(b)(411 

o Within six months ora change requiring revised \)IIA or hazard review.168.190(bH5)1 

o Within six months of a change requiring a revised 0(';\ as provided in 68.36. 168.1')O( 0)( 6) I 

o Within six months lira change that alters the I)rogramlcvcl that applies to any covered process.168.190(b)(7)1 

0Y ON ON/A 

4. If the owner or operator experienced an accidental release that mel the live-year accident history n:porting criteria (as 
descrioed at 68.42) suosequent to ,\pril 9. 2004. did the owner or operator suomit the inl<JrIlHltion required at 68.168. 
68.170(j) and 68.175( I) within six months of the release or by the time lhe l{r'l.ll) was updated as required at 68.190. 
whichever was earlier.168.195(all 

OY ON 0N/A 

5. I f the emergency contact in formation n:quired at 68. 160t 0)16) has changed since June 21. 2004. did the owner or 
operator subm it corrected in formation within th iny days of the change'? 168. 195( 0) I 

OY ON 0N/A 

Totals $ 0.00 

1':lgc 15 oj' 15 

Rc\ 1l5i03/:!llllh 



UNITED STATES ENVIRONMENTAL PR{)TECTION AGENCY
 
REGION 2 J EXHIBIT 

t ..~LAnwrr 's 
','--4MEMORANDUM 

DATE: March 22, 20 I0 

SUB.JECT: Enforcement Inspection at TAPI-Hum~,ca() 

FROM: Francisco Claudio. Environmental Engineer 
Multimedia Permits and Compliance Branch 

TO: Mrs. Teresita Rodriguez, Chief 
Multimedia Permits and Compliance Branch 

Purpose: 

To conduct a re-inspection to determine ifTAPI is been operated in compliance with 40 CFR Part 68 
Risk Management Plan (RMP) requirements. 

Findings: 

On February 24, 20 I0, I conducted an RMP inspection to TAP! Puerto Rico located in PR 
I lighway 3, km 76.3 C Street, Humacao Industrial Park 00791. Once [ was allowed to the 
premises, I showed my EPA credentials to Eng. Santiago Hernandez, Site Manager and Eng. 
Samuel Laguna. Environmental Engineer at Guayama Site. Mr. llernandez indicated that since 
their operations has been reduced due to the relocation of their processes to Guayama, only two 
(2) operators and one (I) Supervisor remain on site during the week. Eng. Hernandez informed 
me that his personnel are trained to respond to any emergency. I was able to verify the type if 
emergency training given to the personnel Additionally, they have one guard to monitor the 
daily operations and during night time and weekends, they monitored the plan through a closed 
circuit camera that sends the signal to the Guayama site. 

I informed Eng. Hernandez and Eng. Laguna that we intended to conduct an RMP evaluation as a 
follow-up of EPA's previous inspections conducted by Carlos M. Rivera and Neil Mulvey on 
September 10, 2008 and as part of the agreement to evaluate if all the changes were completed to 
have a full implemented RMP Program. f\dditionally, once TAPI responded to EPA's Order on 
December 23. 2009, we intended to define if their response to paragraph 49 of the Order and 
their position assumed in response to paragraph 33 to 45 has been impkmented and all regulatory 
areas of the RMP were fultilled. 

TAPI was formerly owned by Clariant. LSM. The facility conducts business on a 2.1 acre site 
located in a commercial/industrial section of Humacao ([-Iumacao Industrial Park). The facility 
is immediately bordered by either other industrial companies or open space. 

The facility is registered under the RMP program as "Clariant LSM (Puerto Rico) Inc. Since 
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their latest submission in June 2004. the facility has undergone two name changes. In July 2006
 

the t'acility was purchased by Archimica Puerto Rico Inc. In April 2008. the facility \Vas 
purchased by the TEV A Group. The facility currently operates under the Ilame "TAPI Puerto 
Rico," a member of the TEV A Group. 

The facility produces pharmaceutical ingredients for sale to pharmaceutical manufacturing 
companies. The Humacao facility is fully dedicated to the production of an anti-cancer 
ingredient called 5-Fluorouracil (a white crystalline powder). The I~lcility uses Iluorine gas in the 
production of 5-Fluorouracil. Fluorine gas is received in a tube trailer. Each trailer contains 
eight tluorine tube cylinders. Each tube cylinder contains 20% tluorine and 80% nitrogen. There 
are approximately 225-lbs. of Iluorine in each tube cylinder. The tacility reported that there is a 
maximum of two tluorine tube trailers on-site at any time. This is consistent with the registration 
quantity of 3,600-lbs. (225-lbs. Itube cylinder x 8 tube cylinders/trailer x 2 tube trailers). 

Typical pressure in a fluorine tube cylinder is 2200 PSIG. This pressure is regulated down to 
approximately 45 PSIG for delivery to the reactor system. Pressure is regulated down in two 
stages: 2200 PSIG to 150 PSIG and 150 PSIG to 45 PSIG. 

The batch production occurs in a five-step process. Fluorine is used in the lirst step l<')r a 
fluorination reaction. The entire batch cycle time is five days. There are three reactors 
(estimated 30-gallons each) utilized at the lacility which typically run simultaneous Iluorination 
reactions. The lluorination reaction is exothermic and takes approximately four hours. After 
completion of the tluorination reaction, the material is translerred into another reactor (R-7). The 
lacility typically completes three simultaneous Iluorination reactions lour consecutive times. A 
total of 12 reaction batches are theretore collected in R-7. The batch material is then fed 
downstream tor l'urther processing, including centrifugation. 

A typical tluorination reaction utilizes approximately 19 - 21-lbs. of fluorine at a feed rate of 4.5 
- 5.0 Ibs. Ihour. Fluorine gas is fed to the bottom of the reactor via ten 1/1" feed lines. The rate of 
reaction is controlled by a combination of tluorine feed rate, reactor mix speed, and cooling 
water Ilow. All of these parameters are manually controlled. Operators monitor temperature in 
the Iluorination reactor as an indication of a possible runaway reaction. A primary safeguard 
therclore is a high temperature alarm on the reactor and operator response. PSVs in the system 
are designed to vent to a scrubber, rather than directly to the atmosphere. 

Findings on TAl'I RMP Plan 

Eng. Santiago Hernandez and I:ng. Samuel Laguna explain that the plant has reduced operations 
since EPA's last inspection and conlirmed that the operations will be transler to the Guayama 
Site. The Ilumacao Plant will be closed and all employees will be relocated. Eng. Ilcrnandez 
indicated that the last operation 'vvill take place on March 5. 20 IO. Actually, they have around 
850 Ibs of fluoride stored in the tank trucks and they expect to consume all the lluorides stored 
and the tank trucks wi II be transfer also to Ciuayama. 

The plant presently has installed three (3) Iluorides detectors that usc potassium iodide as the 

n.EGION II FORM 1320-1 (9/85) 
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reactive and each detector activates an alarm when the l1uoride concentration reaches I ppm. 
Two (2) detectors and alarms are located at the loading rack and one alarm is located on an area 
closed to the tank trucks. In case of any release. the alarms will actuated a valve closing any 
transfer from the tank truck and only releasing what is left on the line. The plant has 4 video 
monitors whieh are interconnected with the Guayama Site where they monitor the operations. In 
case of any release they will be advice but is unclear how the neighbors arc noti tied as well as the 
other commercial buildings, schools and the community. 

Eng. Hernandez only conlirmed that. as of today, only a table drill exercise was conducted by 
their personnel but no governmental official from the Fire Department. Police Department or the 
Civil Defense were present or has participated. We asked Eng. Ilernandez about the SARA Title 
III Program and Eng. Ikrnandez showed no knowledge of the LEPC structure and that the Puerto 
Rico Environmental Quality Board (PREQB) Representative at the Humacao Regional Oftice is 
actually the President of the llumacao LEPC. However. apparently Eng. Ilernandez has not had 
any previous contact with the LEPC. It is our concern that in case of any release or emergency, 
TAPI will not contact immediately PREQB, and will be unable to get response assistance from 
them. Additionally, since no representatives from the neighbors and industries nearby have 
participated in any drill, it will be hard to determine if a fast response and evacuation can be 
obtained without previous knowledge of their activities. 

The operations start at TAP1 from 6:30am until II :OOpm and only 5 people are present during 
week days. On weekends and holidays no personnel are present and any response depends solely 
on the response initiated from the Guayama Site. l:ng. Ilernandez responded that they will call 
911 in case of any emergency and some of the employees live nearby and are able to respond. 
I asked Eng.. llernandez of any event to respond in case of any electrical blackout and he said that 
the plant has a 1500 kW diesel engine for backup with automatic transl'er switch. 

Management System-"'O CFR Part 68.1O(b) 

Eng. Hernandez-Site Manager has overall responsibility lor implementation of the RMP 
program. The EHS Associate Director provides support as necessary. Eng. Ilernandez 
demonstrated an understanding or RMP program requirements and company programs and 
procedures designed to maintain compliance. IJowever, if the facility continues their operation. 
they still will need to develop the \vritten description of a management system. Once they de
register and provide us with a copy of the notitication, then they will not be subject to RMP 
l:ng. Hernandez showed that their RMP Registration was updated on November 17. 2008 retlects 
TAPI as their actual name. 

I>rocess Safety Managemcnt-...OCFR Part 68.65(d) 

Eng. Hernandez stated that their operation has not change since 1992 when the lirst process 
safety management plan was developed under peR. Inc. and that the document was available all 
the time. TAPI reviewed and developcd a new plan dated December 2~, 2009. The plan was 
included as Exhibit 2 on their response. We haw reviewed the new plan and it contains all the 
necessary clements to describe the safety mcchanism to handle lluoride. among which electrical 

REGION II FORM 1320-1 (9/85) 
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classilication (40 CFR 68.65(d) ( I) (iii», ventilation system design (40 CTI{ 68.65(d) (I) (v)), 
d~sign codes and standards (40 CFR 68.65( J) ( I ) (vi»), and description ur safety systems (40 
CFR 68.65(d) (I) (viii». 

We advise I:ng. Ikrnandez that the same requirements 1'01' electrical classilication. ventilation 
system design, design codes and standards. and description ol'salety systems will apply if the 
new process to be relocated in (Juayama exceeds the threshold 1'01' fluorides and become subject 
to I{MP under Section J 12r. 

Process Ilazard An~tlysis- "'0 CFH. Part 68.67(e) (2) 

l~ng. Hernandez has indicated that the compliance audit conducted in 2004 were discussed 
internally and resolved by the TAPI management. Exhibit #4 includes the 17 recommendations 
presented to TAPI and how TAPI was able to reso[w them. Nevertheless, on 2008, TAPI hired 
I:ng. Arlene Pagan, APM Consulting, PSC to conduct another compliance audit 1'01' process 
hazard analysis and she presented 26 recommendations. These sam~ recommendations constitute 
the core 01' the tindings made by L:PA personnel. 

Our review of the documents developed lor TAPI indicates that they have corrected all their 
SOP's and have corrected the implementation issues. The involvement of their employees on 
site is continuous procedure sinee the employees are also member 01' their response group. 
Ifowever any future issues related with safety and hazards will not be resolve once the plant 
shutdown. It is highly recommended that for the new location in Guayama, EPA should request 
copies of all documentation to make sure the new operation is conducted safely in Guayama. 
This should include mechanical integrity tests of al pipelines. 

SOP Annual Ccrtitic~lti()n-"'0 CFI~ Part 68.69© 

Eng. Hernandez showed us a copy of their Apri t 20. 2009 annual certi lication conducted to 17 
SOPs developed in house. The document included as I:xhibit 5 is signed by l:ng. lIernandez 
himself. We mentioned to him that such SOPs should be review by an outside contractor to 
make it more reliable. 11c understood our recommendation. 

Mcchanicallntegrity-"'O CFI~ Part 68.73(<1) (...) 

The tank trucks belong to Linde Company. They conduct mechanical integrity tests to the bullets 
in the truck and certitied their integrity. Copies or the most recent tests were shown to us. [n 
terms of the integrity or the pipeline presently at the plant, no records show that such pipelines 
have been testcd recently. Eng. Hernandez shO\ved documents indicating that T,\PI has 
conductcd pressure test at their lines with nitrogen and has monitored the pressure. Such tests do 
not constitute a mechanical integrity or similar structural tests. During our inspection, we 
observed that most or the pipeline is old and some portions are corroded based on the paint 
stains. We inquire to Eng. llernandcz about it and he inf'ormed they intended to usc new pipeline 
in their new site. 

HEGION II FORM 1J20-1 (9IX5) 
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[n I:PA Order, !':Pi\ addresses that some of the pressure sakty valves wen: not inspected since 
1006. Eng. Santiago identilied in I~xhibit 7 that TAP! devcloped new SOPs for mechanical 
integrity for pressure vessels, piping systems, relief valves and vent syskms, among others, and 
is implementing them. Examples of the new inspections forms were included as Exhibit 8 and 9. 

I:ng. Ilcrnandez indicated and showed us that two new pressure relief valves were installed on 
January 10,2010. 

Managemcnt of Change-.40 CFR Part 68.75(b)(2) 

EPA Order addresses that TAPI failed to address in their Change Control Procedure SOP the 
health and safety review of changes \-vhen implementing changes in their process, of their 
operating equipment or t~1Cilities. TAPI responded that the SOP developed initially by 
Arquimica, previous owner, identities all the ehanges that will be reviewed with their 
Environmental, Health and Safety Department any changes to identify any modilication of the 
SOP. TAPI did recognize that a new management of Change procedure was needed and 
developed it and identify as r':xhibit II. This new SOP is more explanatory and details the 
actions to be taken. It has been implemented since Mareh 6, 2009.0 

Hot Works and Contract Pcrmits

I::ng. Hernandez indicated that they have developed a hot permit SOP that requires several 
signatures and traini ng prior to approval. Outside contractors are required to sign the forms and 
prove their qualilications for hot areas. 

PSI documcntation- -to CFR I'art 68.75(d)(4) 

Eng. Hernandez and Eng. Laguna addressed that the process safety information lor the fluoride 
operation has always been available under the name of the companies in charged. However, 
TAPI developed it recently lor their ownership and intents to clarify any doubts. 

We review the document and although it contains most of the information in the previous 
records, the new document is ekarer and addresses all the sarety issues concerning equipment. 
pipeline, valves. ventilation and operations. 

I)rc-Startup Rcvicw-.40 CFR I'art 68.77 

EPA address in the Order that TAPI did not have a Pre-Startup Review document to evaluated any 
changes in equipment, materials, pipeline, ctc. that could affect their operation or the safety of the 
workers. t-:ng. Ilernandez indicated that Exhibit J2 included the document dcveloped by TAPI as 
SOP (SS-022-05) that became effective on April 9, 2009. Our review or the SOP indicated that 
TAPI is implementing a good procedure as well as using the appropriate 10nTIs to identify any impact 
prior to a tormal startup. 

REGION /I FORM JJ20-1 (9/85) 
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We should emphasize lhat TAP] shoulu continue the use orthe same lorms IIJr their new operation in 
Guayama. 

Complhtncc Audits- -to CFR Part 68.79 

EPA Order addressed that no compliance audits were conducted by TAPI. I:ng. r lemandez provided 
a copy of the last compliance audit conuucteu by ADM Consulting that took place in November 
:2008. During such audit, several recommendations were made anu an analysis of those indicates the 
same recommendations made by EPA in their inspection audit back in September 2008. 

I:ng. !!emandez did address that he certilied compliance in Dec 1.2008 but \Vas unable to provide 
any documentation to backup his lindings. If the facility continues their present operation, EPA will 
recommend that any future audit be completed by an outside contractor. 

Employee Participation I)htn- 40 CFR P~lrt 68.83(a) 

EPA Order address that TAPI did not have a written employee participation plan that indicates that 
in all aspects of the RMP, TAP! consulted their employees to get feedback of the most relevant 
portions related with safety and health issues. TAP! responded with a new document which 
provides the guidelines to get the employee participation and is making those documents available 
for their employees. The documents provide the steps when the Safety Committee will seek 
reedback from all employees via their Union management Board directly involved in the operation of 
Iluoride. 

We believed that in addition to the training provided to employees, TAP! should implement a task 
force with member of all areas including employees that should review anJ analyze regularly the 
SOPs developed lor RMP. During their meetings. an Agenda should be developed and an assistance 
sign sheet should be recorded. This will provide a better participation of their employees 

Conclusion and Recommendations: 

1 EP A considers that TAPI took the necessary steps to revise and Jeveloped new documents to 
comply with the regulatory requirements under Part 68. 

2 TAPI's shutdown of their facility in Ilumacao constitutes the finalization of their 
involvement within RMP. 

3 EPA should issued a Complaint to address the penalty to be impose lor the tollowing past 
violations: 

a. Failure to develop and maintain an appropriate Management System-40 CFR Part 
68. J O(b) 

b. Failure to develop and maintain accessible an upJated Process Safety Management
40 CFR Part 68.65(d) 

c. Failure to develop and maintain accessible an updated Process Hazard Analysis- 40 
CFR Part 68.67(ej(2) 

REGION II FORM 1320-1 (9185) 
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d.	 Failure to pn:pare and implement a Standard Operating Proccdure (SOP) to conuuct 
Annual Certilication- 40 CFR Part GH.69C 

e.	 Failure to conduct regularly a mechanical integrity evaluation on their equipment -40 
('I"R Part 68.73(u)(4) 

f.	 I:ailurc to develop and updatc regularly a proccss safety information on all changes 
implement at the facility- 40 eFR part 68.75(d)(4) 

g.	 hlilure to developed and implement at the facility a Prc-Startup Rcview- 40 CFR Part 
(18.77 

h.	 Failure to develop an Standard Operating Procedure to conduct rcgularly the 
Compliance Audits- 40 CFR Part 68.79 

I.	 Failure to developed and implement an Employee Participation Plan to assure the 
employee involvement in thc implclm:ntation of thcir RMP- 40 eFR Part 68.83(a) 

4- EPA will dctcrmine the penalty to be imposing using thc penalty guideline developed for 
RMP violations. 

\{EGION II FORM 1320-1 (9/85) 
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Federal Register/Vol. 69. No. 30/Friday, Febmary 13, ~004/Rliles <lnd Regulati, 

Employees (subpart A of 20 CFR part 
2602) by removing all prOVisions other 
than those dealing with outside 
employment. These outside 
employment provisions. which ore now 
codified at 29 CFR part 4904. have been 
su perseded by OGE's government-wide 
regulations. Accordingly. the PBGC is 
removing part 4!l04 from its regulations. 

Because this rule involves agency 
management and personnel (5 U.S.c. 
55:I(a)(2)). general notice of proposed 
rulemaking and a delayed effective date 
are not required (5 U.S.G. 553(b). (d)). 

Ilecause no general notice of fJroposed 
rulemaking is required, the Regulatorv 
Flpxibility Act does not apply (5 lJ.S.c. 
(;01(2) ). 

List of Subjects in 29 CFR Part 4904 

Contlict of interests, Government 
Clmployees, Penalties. Political activities 
(Covernment employees). Production 
and disclosure of information, 
Testimony. 
• For the reasons set forth above, 29 CFR 
chapter XL is amended as follows: 

PART 4904-ETHICAL CONDUCT OF 
EMPLOYEES 

• 1. The authority citation for part4!J04 
continues to read as follows: 

Authority: 29 U.S.c. 1302(b): E.G. 11222, 
:lO FI{ fHl>9; 5 CFK 735.104. 

PART 4904-[REMOVED) 

• 2. Part 4904 is removed. 
hsued in Washington. DC this 10th day of 

February. 2004.
 

Steven A. Kandarian,
 
Executive IJiructor. Pension tJene[il Guumnly
 
Corpomtioll. 
1','1{ Doc. 04-3246 Filed 2-12-04: 8:45 ami 
BILLING CODE 7708-01-P 

ENVIRONMENTAL PROTECTION 
AGENCY 

40 CFR Parts 19 and 27 

[FRL-7623-5] 

Civil Monetary Penalty Inflation 
Adjustment Rule 

AGENCY: Environmental Protection
 
Agency (EPA)
 
ACTION: Final rule.
 

SUMMARY: The Environmental Protection 
Agency ("EPA") is issuing this final 

to review its penalties at least once
 
overy four years and to adjust them as
 
necessary for intlation according to a
 
formula specified in the statute. i\
 
complete version of Table I from the
 
regulatory text, which lists all of the
 
EPA's civil monetary penalty
 
authorities. appears near the end of this
 
rule.
 
EFFECTIVE DATE: March 15.2004.
 
FOR FURTHER INFORMATION CONTACT:
 
David Abdnlla. Office of Rngulatory
 
Enforcement. Special Litigation and
 
Projects Division. Mail Code 224/JA.
 
I :wo Pennsylvania ,\venue, NW.,
 
Washington. DC 20460, (202) 564-2413.
 
SUPPLEMENTARY INFORMATION:
 

Hackground 

Pursuant to section 4 of the Federal 
Civil Penalties Inflation Adjustment Act 
uf 1990, :W U.S.c. 2461 note, as 
amended by the Debt Collection 
Improvement Act 01'1996, 31 U.S.c. 
3701 note. ["DCIA"). each federal 
agency is required to issue regulations 
adjusting for inflation the maximum 
ciyil monetary penalties that can be 
imposed pursuant to sllch agency's 
statutes. The purpose of these 
adjustments is to maintain the deterrent 
fJffect of CMPs and to further the policy 
goals of the laws. The DCIA requires 
adjustments to be made at least once 
every four years following the initial 
adjustment. The EPA's initial 
adjustment to each CMP was publishen 
in the Federal Register on December 31, 
1996. at (61 FR 69360) and became 
effective on January 30, 1997. 

This rule adjusts' the amount for each 
type ofCMP that EPA has jurisdiction 
to impose in accordance with these 
statutory requirements. It does so by 
revising the table contained in 40 CFR 
19.4. The table identifies the statutes 
that provide EPA with CMP authority 
and sets out the inflation-adjusted 
maximum penalty that EPA may impose 
pursuant to each statutory provision. 
This rule also revises the dfective date 
provisions of 40 CFR 19.2 to make the 
penalty amounts set forth in 40 CFR 
19.4 apply to all applicable violations 
that occur after the erfective date of this 
rule. 

The DCI,\ requires that the 
adjustment reflect the percentage 
increase in the Consumer Price Index 
between June of the colendar veal' 
preceding the adjustment and" June of 
the calendar yenr in which the amount 

Civil Monetary Penalty Inflation ~was last set (;1' adjusted. The DCJA 
Adjustment Rule, as mandated bye' . efines the Consumer Price Index as the 
Debt Collection Improvement Act Consumer Price Index for all urban 
1996. to adjust EPA's civil monetaI" consumers published by the Department 
penalties ("CMPs") for inflation on a of Labor ("CPI-LJ"). As the initial 
periodic basis. The Agency is required adjustment was made and published on 

lJoClllllber :J I. 1~)96. the inflation 
adjustllwnt for the CMPs set forth in this 
rule was calculated by comparing the 
CI'I-lJ for June 1996 (156.7) with the 
CI'I-U for June 2003 (183.7). resulting in 
an intlation adjustment of 17.23 percent. 
In addition, Ihe DCIA's rounding rules 
requ ire that an increase be rounden to 
the nearest multiple of: $10 in the case 
of pnnalties less than or equal to $100; 
$100 ill Ihe case of pena Ities grenter 
than $100 but less than or equal to 
$1.000; $1.000 in the case or penalties 
grealor than $1.000 but less than or 
equal to $10.000; $5.000 in the case of 
penalties greater than $10,000 but less 
than or equal to $100.000: $10.000 in 
the case of penalties greater than 
$100,000 hut less than or equal to 
$200,lJOO; and $25.000 in the case of 
penalties greater than $200.000. 

The amount of each CMP was 
multiplied by 17.23 percent (the 
intlation adjustment) and the resulting 
increase amount was rounded up or 
down according to the rounding 
requirements of the statute. Certain 
CMPs were adjusted for the first time 
and were increased by only 10 percent 
without being subject to the rounding 
procedures as required by the DCIA. 
The table below shows the inflation
adjusted CMPs and includes only the 
CMPs as of the effective date of this 
rule. EPA in tends to readjust these 
amounts in the year 2008 and every I'our 
years thereafter. assuming there are no 
further changes to the mandate imposed 
by Ihe DCIA. 

On June 18, 2002. the EPA published 
a direct final rule and a parallel 
proposed rule in the Federal Register 
(67 FR 41343). The direct final rule 
would have amended the Civil 
Monetnry Penalty Inflation Adjustment 
Rule. as mandated by the DCIA, to 
adjust EPA's civil monetary penalties 
for inl'lation. EPA staled in the direct 
final rule that if we received adverse 
comment by July 18, 2002, EPA would 
publish a timely notice of withdrawal 
on or before Ihe Augusl 19. 2002 
efl'ective date, and Ihen address thai 
comment in a subsequent final action 
based on the parallel proposal 
published at (67 FR 41363). EPA 
subsequently received one anverse 
comment on the direct final rule from 
the General Accounting Office ("G,\O"), 
which asserted that EPA had 
misinterpreted the rounding formula 
provided in the DCIA. Accordingly, EPA 
withdrew the direct final rule on August 
19,2002 (67 FR 53743). 

The formula for the amount of the 
pennlty adjustment is prescribed by 
Congress in the DCIA and these changes 
are not subject to the exercise of 
discretion by EPA. However the 
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rounding requirement of the statute is 
subject to different interpmtations. 
Some agencies rounded the incrmlse 
based on the amount of the current 
penalty bdore adjustment. wh ile other 
agencies have rounded the increase 
based on the alTlount of the increase 
resulting from the CPI percentage 
calculation. Still other agencies first 
added the CPI increase to tlte alllount of 
the current penalty and then rounded 
tlte total based on the amount of the 
increased penalty. The penalties in 
EPA's direct final rule were rounded 
based on the ilmount of the incmase 
resulting from the CI'I percentage 
increase because this approach appears 
to achieve the intent of the DCIA by 
steadily tracking the CI'I over time: 
However, the GAO's adverse commeut 
asserts that a strict rnading or the OCIA 
rnquires rounding the CI'I increase 
based on the amount of the clirront 
penalty before adjustment. 

On July 3, 201H. EPA published a 
proposed rule that appeared in the 
Federal Register at (£,8 FR 3\)882), 
entitled "Civil Monetarv Penalty 
Inllation Adjustment Rule," as 
mandated by the Debt Collection 
Improvement Act of 1\)96. to adjust 
EI'A's ci vil monetary penalt ies for 
inflation on a periodic basis. EP:\ 
subsequently published a technical 
correction in the Federal Register on 
:\ugust 4, 2003 at (68 FR 45788) to 
correct errors in the language of the 
proposal that mistakenly referred to the 
proposed effective date as July 3, 2003. 
EPA proposed to adopt GAO's 
interpretation of the DCIA rounding 
rules and. thus, proposed to round the 
CPl increases in the proposed rule based 
on the amount of the curront penalty 
bdore adjustment. 

In accordance with the DCIA, EPA's 
proposed rule used the CPI-U from June 
:W02 to calculate the penalty 
adjustments. EPA also stated in the 
proposal that it intends to use this 
formula for calculating future 
adjustments to the CMPs and will not 
provide additional COIllment periods at 
the time future adjustments are made. 
EPA received comments on the 
proposed rule from two commenters. 

One commenter supported the 
"greatest legal increase possible" to 
discourage polluters from treating the 
fines as just a "cost of doing business." 
This final rule enables EPA to impose 
the maximum fines provided under the 
law. but is not intended to address 
when a maximum fine is appropriate. 
Instead, EPA makes that decision on a 
case-by-case basis, and considers 
numerous factors in determining the 
appropriate penalty in each case. 
including the grLlvity of the violation 

and the extent to which the violator 
gained an economic benefit rlS a result 
of v iolating the law. 

Another cOl1lnwnter argued that any 
ilmbiguity in the rounding requirement 
of the statute was due to LI "scrivener's 
error." This commenter supported an 
interpretation that penalties be rounded 
based on the amount of the increase 
resulting from the Cl'l adjustment, 
rather than the amount Dr the penalty. 
However, we determined arter carefully 
considering GAO's comment Lind ' 
eXLlll1ining the pmctices of other 
agencies. that following the plLiin 
IneLining of the statutory language is 
appropriate. As GAO's Lldverse 
comment states "'nlothing in the plain 
language of the statute. nor the 
legislative history. permits an agency to 
use the size of the increase to determine 
lite appropriate category of l'Ound ing." 
This commenter also noted that EPA 
had not published this second round of 
adjustments within four years of the 
initial adjustments as sut forth in the 
stntute. EPA's earlier direct final 
rulemaking was delayed due to EPA's 
llI~ed to analyze and reconcile the 
potential anibiguities arising from the 
statutory language including review of 
other ngencies rulemakings under DCIA 
and discussions with other agencies 
regarding their approaches to 
interpreting the OCIA. Prior to GAO's 
involvement in the process. no federal 
agency had assumed a leadership in 
providing guidance on how the IJCIA 
rounding rule should be implemented. 
Since the time thLit GAO became 
involved in the process, including the 
submission of its adverse comment on 
EPA's direct final rule, EPA has worked 
with GAO and other agencies to resolve 
the appropriLite interpretation of the 
statutory language. b'inally. the 
commenter also suggested that all of the 
penalties should be adjusted from their 
original base and not their adjusted 
base, The statute does not provide for a 
returJI to the original base penaltv in 
calculating the adjustment but provides 
thLit the adjustment "shall be 
determined by incrnasing the maximum 
civil penalty * * * by the cost-of-living 
adjustment. " 

As discussed above. EPA's proposed 
rule used the CPI-U from June 2002 
blJcause EI'A proposed the rule in 2003. 
Ilowever, since EPA is issuing the final 
rule in 2004 and DCIJ\ requires EPA to 
use the CI'I-U for June of the calendnr 
veal' preceding the adjustment, the 
penalty adjustments in this final rule 
use the CPI-U for June 2003 which 
result in nn inflation adjustment of 
17.23 percent rather than the 14.8 
percent adjustment in the proposed 
rule. Thus, to derive the CMl's for this 

finill rule, the amount of eilch CMP WLiS 
multiplied by 17.23 pl~rcent and the 
resulting increase was rounded 
according to the rounding rules of DCI:\ 
as EPA proposed and is Lldopting in this 
final rule. As a result of using the June 
2003 CPI-U, some of the adjusted CMPs 
in this final rule are different thiln those 
in the July 2003 proposed rule. 
1I0wl1ver, this difference results solely 
from the requirement in DCIA to use the 
June 2003 CPI-U and application of the 
sallle rounding rules thilt EPA proposed 
in July Z003. 

Under 5 U.S.c. 553(b)(8), EPA finds 
that there is good cause to promulgate 
this rule without providing for further 
public comment even though the rule 
uses a CPI-U value different thnn the 
CPI-U value used in the propoSill. f;PA 
already provided an opportunity for 
public comment on the rounding rules 
that EPA has used in this final rule and 
the UClA requires that an agency use the 
CPI-LJ from June of the year prior to the 
adjustment. Therefore, further public 
comment is unnecessary because EPA 
hilS no discretion to do other than to use 
the June 2003 CPI-U. 

Statutory and Executive Order Review 

Executive Order 12866: Regulatory 
Planning and Review 

Under Executive Order 12866,158 FR 
51.7:15 (October 4. 1993)1 the Agency 
must determine whether the regulatory 
Llction is "significant" and therefore 
subject to OMS review and the 
requirements of the Executive Order. 
The Order defines "significant 
regulLitorv ilction" as one that is likely 
to result in a rule that may: 

(1) have an annual effect on the 
economy of $100 million or more or 
adversely affect in a material WLlY the 
economy, a sector of the economy. 
productivity. competition, jobs, t'he 
environment. public health or silfety. or 
state, local. or tribal governments or 
communities; 

(2) create a serious inconsistency or 
otherwise interfere with an aelion-taken 
or planned by another agency; 

(3) materially alter the budgetary 
impact of entitlements, grants. user fees. 
or loan programs or the rights and 
obligations of recipients thereof; or 

(4) raise novel legal or policy issues 
arising out of legnl mandates. the 
President's priorities, or the principles 
set rorth in the Executive Order. 

It has been determined that this rule 
is not a "significLint regulatory action" 
under the terms of Executive Order 
t2866. and is therefore not subject to 
review by the Office of Managemen t and 
Budget. 
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Paperwork Reductiun /Ict 

This action does not impose an 
information collection burden under the 
provisions of tlw Paperwork Reduction 
Act (44 U.S.c. :J:iOl et seq.). Burden 
means the total time, ellort, financial 
resources expended by persons to 
generate, maintain, retain, or disclose or 
provide information to or for a federal 
agency. This includes the time needed 
to review instructions; develop, acquire, 
install. and utilize technology and 
systems for purposes of collecting, 
validating, and verifying information, 
processing and maintaining 
information, ami disclosing and 
providing information: adjust the 
existing ways to comply with any 
previously applicable instructions and 
I'uquirements; train personnel to be able 
to respond to a collect ion of 
information; search data sources; 
complete and review the collection of 
information; and transmit or otherwise 
disclose the information. 

I\n agency may not conduct or 
sponsor, and a person is not required to 
respond to a collection of in formation 
unless it displays a currently valid OMB 
control number. The OMB control 
numbers for EPA's regulations are listed 
in 40 CFR part 9 and 48 CFR chapter 15. 

Hegulatorv Flexibility /\ct 

The R(~gulatory Flexibility Act, as 
amended by the Small Business 
Rngulatory -Enforcement Fairness I\ct of 
1996 (SBREFA). 5 U.s.c. 601 et seq., 
generally requirns an agency to prepare 
a regulatory flexibility analysis of any 
rule subject to notice and comment 
rulernaking requirements unless the 
agency certifies that the rule will not 
have a significant economic impact on 
a substantial number of small entities. 
Small entities include small businesses, 
small organizations, and small 
governmental jurisdictions. For 
purposes of assessing the impacts of 
today's rule on small entities, small 
entity is defined as (1) a small business 
as defined in the Small Business 
Administration regulations nt 'l3 CFR 
l'nrt 121; (2) a sma II governmental 
jurisdiction that is u government of a 
city, county, town school district, or 
specinl district with a population of less 
than 50.000: and (3) a small 
organization that is any not-for-profit 
enterprise which is independently 
owned and operated and is not 
dominant in its field. 

:\fter considering the economic 
impacts of todny's rule on small entities. 
I certify that this action will not have a 
signifi~ant economic impact on a 

.substantial number of small entities. 
EPA is required by the DCIA 10 adjust 

civil monetary penalties for inrtation. 
The formula for the amount of the 
penalty adjust mont is proscribmllJy 
Congress and is not subject to the 
exercise of discretion by EP,\. EP/\'s 
action implements this'statutory 
Illandate and does not substantivuly 
alter the existing regulatory framework. 
This rule does not affect mechanisms 
already in place, including statutory 
provisions and EPA policies, that 
address the special circumstances of 
small entities when assessing penalties 
in enforcement actions. 

Although this rule will not haye a 
significant economic impact on a 
substantial number of small entities, 
EPA nonetheless has tried to reduce the 
impact of this rule on smnll entities. 
Srnnll entities may be affected by this 
rule only if the fecloral govel'lllll;mt finds 
them in violation and seeks monetary 
penalties. EP ,0\ 's med ia pena Ity policies 
generally take into uccount an entity's 
"ability to pay" in determining the 
amount of a penalty. Additionally, the 
final amount of any ci vii penalty 
assessed against a violator remains 
committed to the discretion of the 
foderal judge or administrative law 
judge hearing a purticu lar case. 

Unfunded Afondates Re/orIII Act 

Title 1101' the Unfunded Mandates 
Reform Act of 1995 (UMRA), Public 
Law t04-4, ostablishes requ iremen ts for 
foderal agencies to assess the effects of 
their regulntory actions on state, local, 
and tribal governments and the private 
sector. Under section 202 of the UMRA, 
EPA generally must prepare a written 
statement, including a cost-benefit 
analysis, for proposed and final rules 
with "federal mandates" that may result 
in expenditures to state, local, and tribal 
governments, in the aggregate, or to the 
private sector, of $100 million or more 
in anyone year. Before promulgating an 
EPA rule for which a written statement 
is needed, section 205 of the UMRA 
generally requires EPA to identify and 
consider a reasonable number of 
regulatory nlternatives and adopt the 
leust costly. most cost-effective. or lenst 
burdensome alternative that achieves 
the objectives of the rule. The 
provisions of section 205 do not apply 
when they are inconsistent with 
applicable law. Momover. suction 205 
allows EPA to adopt an altel'lliltive other 
than the least costly. most cost-elTective. 
or least burdensome alternative if the 
,I\dministrator publishes with the final 
rule an explanation whY Illill alternative 
was not adopted. Before I~P,o\ establishes 
Dny regulatory requirements that may 
significantlv or uniquely affuet small 
governments, including tribal 
governments. it must have developed a 

small guvernment agency plan under 
section 20:1 of the lJ~lRA. The plan 
must provido for notifving potentially 
affectod small governments. onabling 
officials of affected small governments 
to have Illuaningful and timely input in 
the development of EPA regulatory 
proposals with significant federal 
intergovernmental mandates, and 
informing. educating, and advising 
small governments on compliance with 
the regulatory requirements. 

This rule contains no federal 
mandates (under the regulutory 
provisions of Title II of the UMRA) for 
state, local. or tribal governments or the 
private sector because the rule 
implements mandate(sl specifically and 
explicitly set forth by the Congress 
without the exercise of any policy 
discrntion by EPA. Thus, this rule is not 
subjuct to th-e requirements of sections 
202 and 205 of the UMRA. EPA has 
determined that this rule contains no 
regulatory requirements that might 
significantly or uniquely affect small 
governments. 

Executive Order 13132: Federalism 

Executive Order 13132, entitled 
Federalism ({j4 FR 43255, August 10. 
1999). requires EPA to develop an 
accountnble process to ensure 
"meaningful and timely input by State 
and local officials in the development of 
regulatory policies that have federalism 
implications." "Policies that have 
federalism irn pi ications" is defined in 
the Executive Order to include 
regulations that have "substantial direct 
effects on the States, on the relationship 
between the national government and 
the States, or on the distribution of 
powor and responsibilities among the 
vurious levels of government." This ru Ie 
does not have federalism implications. 
It will not have substantial direct effects 
on the Stntes, on the relationship 
between the nntional government and 
the Stntes, or on the distribution of 
power and responsibilities among the 
various levels of government. as 
specified in executive Order 13132. 
Thus, Executive Order 13132 does not 
apply to this rule. 

Executive Order 13175: Consultation 
and Coordination With fndiun Tribal 
Governments 

Executive Order 1]175, entitled 
Consultation and Coordination with 
Indian Tribal Governments (65 FR 
IJ724U. Novembur 9.2(00), requires EPA 
tl) dHVldop an ilccountable process to 
unsuru "meaningful and timely input by 
tribal officials in the development of 
regulatory policies thilt have tribal 
ill1plications." t\S this rule will not have 
substantial direct effects on tribal 
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governments, on the relationship 
between the rederal guvernment and 
Indian tribes, or on the distribution uf 
power and responsibilities between the 
federal government and Indian tribes, 
Executivll Order 13175 dfies not apply 
to this rule. 

Executive Order 1JU-I5: Protection of 
Children From J:lwirolllllental Ile(Jlth G
Safety Hisks 

Executive Order 13045. Protection of 
Children from Environmentaillealth 
Hisks and Safety Risks (52 FR 1D8lJ5, 
April 23. 1997), applies to any rule that: 
(1) Is determined to be "economically 
significant" as defined under E.O. 
12lJ66. and (2) concerns an 
environmental health or safetv risk that 
EPA hils reason to bel ieve may have a 
disproportionate erfect on ch(ldren. II' 
the regulatory action meets both criteria, 
the t\gency must evaluate the 
environmental health ur safety effects of 
the planned rule un children. and 
explain why the planned regulation is 
prefemble to other potentiillly erfective 
and reasonilblv feasible illternatives 
considered by' the Agency. EPA 
interprets E.O. 13045 as ilpplying only 
to those reguliltory actions that are 
based on health or safety risks, such that 
the analysis required under section 5
501 of the Order has the potential to 
influence the regulation. This rule is not 
subject to E.O. 13045 because it does not 
establish an environmental stilndard 
intended to mitigate health or safety 
risks. Because this action does not 
involve technical standitrlJs. EPA did 
not consider the use of any voluntary 
consensus standards under the National 
Technology Transfer and t\dvancement 
,\ct of 1995 (15 Us.c. 272 note). 

Executive Order 13211: Actions That 
Sif,ni!icantly Allect Energy Supply. 
Distribution, or LI.,e 

This rule is not subject to Executive 
Order 13211. "Actions Concerning 
Regulations That Significantly Affect 
Energy Supply. Distribution. or Use" (66 
FR 28355 (Mav 22, 2001 J) because it is 
not a significa;lt regulatory action under 
Execu ti ve Order 12lJ55. 

Notional Technology Transfer 
Advancement Ilet 

Section 12(d) of the National 
Technology Transfer Advancement Act 

01'1995 ("NTTt\[\"J. Public Law 104
113. 12(d) (15 U.S.c. 272 note) directs 
EPA to use vuluntnry consensus 
standards in its regulatory activities 
unless to do su would be inconsistent 
with applicable law or otherwise 
impractical. Voluntary consensus 
standards are technical standards (e.g .. 
materials specifications. test methods. 
sampling procedures, and business 
practices) that am developed or adopted 
by voluntary consensus standards 
bodies. The N'ITAA directs EPA to 
provide Congress, through OMB. 
t~xplanations when the Agency decides 
not to use available and applicable 
voluntary consensus standards. This 
rulemaking does not involve technical 
standards, Therefore. EI'A is not 
considering the use of any voluntary 
consensus standards. Because this 
action does not involve technical 
standards, EPA did not consider the use 
of any voluntary consensus standards 
unde'r the National Technology Transfer 
and Ad vancement Act of 1995 (15 
U.S.c. 272 note), 

Executive Order 12898: Federol Actions 
to ,\(}dress Envil'Onmentaljustice in 
,\tinority Populations and Low·lncome 
Populations 

This action does not require any 
special considerations under Executive 
Order 12lJ98. entitled Federal;\clions to 
Add ress En vironmen tal Justice in 
Minority Populations and Low-Income 
Populations (59 FR 7[j29. Februarv 16. 
1994). 

Congressiorwl Urn'iew Act 

The Congressional Review Act. 5 
U.s.c. ~ lJOl ot seq.. as added by the 
Small Business Regulatory Enforcement 
Fairness ,\et of 1996, generally provides 
that berore a rule may take effect, the 
agency promulgating the rule must 
submit a rule report. which includes a 
copy of the rule. to each House of the 
Congress and to the Comptroller General 
of the United States. EPA will submit a 
report containing this rule and other 
required information to the U.S. Senate. 
the U.S, House of Representatives. and 
the Comptroller General or the LJnited 
States prior to publiciltion or the rule in 
the Federal Register. A major I'll Ie 
cannot take errect until 50 days after it 
is published in the Federal Register. 

This actiun is not a "major rule" as 
defined by 5 U.S.c. H04(2). 

List of Subjects 

-10 CFH Part 19 

Environmental protection. 
I\dministrative practice and procedure. 
Penalties, 

-10 CFH Pal127 

Administrative practice and 
procedure. I\ssessments. False cliJims. 
False statements. Penalties. 

n"I",I: February B. 2004. 

Michaela. Leavill, 

Jldministmlor, Environmental Protection 
,Igt>ncv. 

• For the reasons set out in the preamble, 
title 40. chapter I of the Code of Federal 
Regulations is ,1Inended as follows: 
• 1. Revise part 19 to read as follows: 

PART 19-ADJUSTMENT OF CIVIL 
MONETARY PENALTIES FOR 
INFLATION 

Sec. 
19.1 Applicability. 
19.2 El'fectivelJale. 
19.3 IReservedl. 
19.4 Penalty Adjustment and Table. 

Authorily: Pub. L. 101-410,28 U.s.c. 2461 
note: Pub. L. 104-l:l4,:11 U.S.c. 3701 note. 

§ 19.1 Applicability. 

This part applies to each statutory 
provision under the laws administered 
by the Environmental Protection Agency 
concerning the maximum civil 
monetary penalty which may be 
assessed in either civil judicial or 
administrative proceedings. 

§ 19.2 Effective Date. 

The increased penalty amounts set 
forth in this part apply to all violations 
under the applicable statutes and 
regulations which occur after March 15. 
2004. 

§ 19.3 [Reserved). 

§ 19.4 Penalty Adjustment and Table. 

The adjusted statutory penalty 
provisions and their maximum 
applicable amounts are set out in Table 
I. The last column in the table provides 
the newly lJITective maximum penalty 
amounts. 
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TABLE 1 OF SECTION 19.4.-CIVIL MONETARY PENALTY INFLATION ADJUSTMENTS 

U.S. code citation Civil monetary penalty description 

Penalties effec
tive between 
January 30. 

1997 and March 
15,2004 

New maximum 
penally amount 

7 U.SC 1361.(a)(2) 

7 US.C. 1361.(a)(1) 

15 US.C. 2615(a) 
15 US.C. 2647(a) 
15 US.C. 2647(g) 

$27,500 
$5,500 
$5000 

. , FEDERAL INSECTICIDE, FUNGICIDE, & RODENTICIDE ACT CIVIL PEN-I $5,500 
ALTY-GENERAL-COMMERCIAL APPLICATORS, ETC 

FEDERAL INSECTICIDE, FUNGICIDE, & RODENTICIDE ACT CIVIL PEN $550/$1000 
ALTY-PRIVATE APPLICATORS-FIRST AND SUBSEQUENT OF
FENSES OR VIOLATIONS. 

TOXIC SUBSTANCES CONTROL ACT CIVIL PENALTy ...... 
ASBESTOS HAZARD EMERGENCY RESPONSE ACT CIVIL PENALTY . 
ASBESTOS HAZARD EMERGENCY RESPONSE ACT-CONTRACTOR 

VIOLATIONS. 

$6,500 

$650/$1,200 

$32,500 
$6,500 
$5,500 

31 U.SC 3802(a)(1) 1 PROGRAM FRAUD CIVIL REMEDIES ACTIVIOLATION INVOLVING $5,500 $6,500 
FALSE CLAIM. 

31 U.S.C 3802(a)(2) . . i PROGRAM FRAUD CIVIL REMEDIES ACTIVIOLATION INVOLVING $5.500 $6,500 
FALSE STATEMENT. 

33 US.C. 1319(d) CLEAN WATER ACT VIOLATION/CIVIL JUDtCIAL PENALTY $27,500 "1 $32,500 
33 USC 1319(g)(2)(A) CLEAN WATER ACT VIOLATION/ADMINISTRATIVE PENALTY PER VIO- $11,000/$27.500 $11,000/$32,500 

LATION AND MAXIMUM. 
33 U.S.C. 1319(g)(2)(B) CLEAN WATER ACT VIOLATION/ADMINISTRATIVE PENALTY PER VIO $11 ,000/ I $11,000/ 

LATION AND MAXIMUM. $137,500 $157,500 
33 U.SC 1321(b)(6)(B)(I) "1 CLEAN WATER ACT VIOLATION/ADMIN PENALTY OF SEC 311(b)(3)&OJ $11,000/$27,500 $11.000/$32,500 

PER VIOLATION AND MAXIMUM 
33 US.C. 1321(b)(6)(B)(ii) i CLEAN WATER ACT VIOLATION/ADMIN PENALTY OF SEC 311(b)(3)&OJ $11.000/ $11,000/ 

PER VIOLATION AND MAXIMUM. $137,500 $157,500 
33 US.C. 1321(b)(7)(A) CLEAN WATER ACT VIOLATION/CIVIL JUDICIAL PENALTY OF SEC $27,500 or $32,500 or 

311(b)(3)-PER VIOLATION PER DAY OR PER BARREL OR UNIT. $1,100 per $1,100 per 
barrel or unit barrell or unit 

33 US.C. 1321 (b)(7)(B) CLEAN WATER ACT VIOLATION/CIVIL JUDICIAL PENALTY OF SEC $27,500 $32,500 
311(c)&(e)(1 )(B). 

33 U.S.C 1321 (b)(7)(C) . CLEAN WATER ACT VIOLATION/CIVIL JUDICIAL PENALTY OF SEC I $27,500 $32,500 
3110J 

$130,000 or 
SEC 311(b)(3)-PER VIOLATION OR PER BARREUUNIT. $3,300 per 

33 U.SC. 1321 (b)(7)(D) . CLEAN WATER ACT VIOLATION/MINIMUM CIVIL JUDICIAL PENALTY OF $110,000 or 
$4,300 per 

barrel or unit barrel or unit 
33 U.SC 1414b(d) MARINE PROTECTION, RESEARCH & SANCTUARIES ACT VIOL SEC $660 $760 

104b(d), 
33 U.SC 1415(a) MARINE PROTECTION RESEARCH AND SANCTUARIES ACT VIOLA- $55,000/ $65,000/ 

TIONS-FIRST & SUBSEQUENT VIOLATIONS." $137,500 $157,500 
42 U.SC. 300g-3(b) SAFE DRINKING WATER ACT/CIVIL JUDICIAL PENALTY OF SEC $27,500 $32,500 

1414(b) 
42 US.C 300g-3(c) .. SAFE DRINKING WATER ACT/CIVIL JUDICIAL PENALTY OF SEC $27,500 $32,500 

1414(c). 
42 USC 300g-3(g)(3)(A) SAFE DRINKING WATER ACT/CIVIL JUDICIAL PENALTY OF SEC $27.500 $32,500 

1414(g)(3)(a). 
42 U.SC. 300g-3(g)(3)(B) SAFE DRINKING WATER ACT/ MAXIMUM ADMINISTRATIVE PENALTIES $5,000/$25,000 $6.000/$27,500 

PER SEC 1414(g)(3)(B). 
42 U.SC 300g-3(g)(3)(C) SAFE DRINKING WATER ACTITHRESHOLD REQUIRING CIVIL JUDICIAL $25,000 $27,500 

ACTION PER SEC 1414(g)(3)(C). 
42 US.C. 300h-2(b)( 1) . SDWNCIVIL JUDICIAL PENALTYNIOLATIONS OF REQS-UNDER- $27,500 $32,500 

GROUND INJECTION CONTROL (UIC) 
42 US.C. 300h-2(c)(1) SDWNCIVIL ADMIN PENALTYIVIOLATIONS OF UIC REQS-PER VIOLA $11 ,000/ I $11,000/ 

TION AND MAXIMUM. $137,500 $157,500 
42 US.C300h-2(c)(2) SDWNCIVIL ADMIN PENALTYIVIOLATIONS OF UtC REQS-PER VIOLA $5,500/$137,500 $6,500/$157,500 

TION AND MAXIMUM. 
42 U.SC. 300h-3(c)(1) SDWANIOLATION/OPERATION OF NEW UNDERGROUND INJECTION $5,500 $6,500 

WELL 
42 USC 300h-3(c)(2) SDWNWILLFUL VIOLATION/OPERATION OF NEW UNDERGROUND IN- $11,000 $11,000 

JECTION WELL. 
42 USC 300i(b) . SDWNFAILURE TO COMPLY WITH IMMINENT AND SUBSTANTIAL: $15,000 $16,500 

ENDANGERMENT ORDER. 
42 U.S.C 300i-1(c) . SDWNATIEMPTING TO OR TAMPERING WITH PUBLIC WATER SYS $22,000/$55,000 I $100,000/ 

TEM/CIVIL JUDICIAL PENALTY $1,000,000 
42 U.S.C 300j(e)(2) SDWNFAILURE TO COMPLY W/ORDER ISSUED UNDER SEC! $2,750 $2,750 

1441(c)(1). 
42 US.C. 300j--4(c) . SDWNREFUSAL TO COMPLY WITH REQS. OF SEC 1445(a) OR (b) I $27,500 $32,500 
42 U.S.C 300j-6(b)(2) $27,500SDWNFAILURE TO COMPLY WITH ADMIN. ORDER ISSUED TO FED-I $25,000 

ERAL FACILITY 
42 USC 300j-23(d) . SDWNVIOLATIONS/SECTION 1463(b)-FIRST OFFENSE/REPEAT OF- I $5,500/$55,000 $6500/$65,000 

FENSE. 
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TABLE 1 OF SECTION 19.4.-C1vIL MONETARY PENALTY INFLATION ADJUSTMENTs-Continued 

I Penalties effec
tive between 

U.S code citation Civil monetary penally description January 30. 
1997 and March 

15, 2004 I 
42 U.-s-.c-.-4-8-52-d-(b-)-(5-)-.-...-..-I-R-E-S-I-D-E-N-T-IA-L-L-E-A-D--B-A-S-E-D-P-/\-IN-T-H-AZA-R-D--R-E-D-U-C-T-10-N-A-C-T-0-F-1-99-2-.I $11.000 ..... 

I SEC 1018-CIVIL PENALTY. I 

42 U.S.C. 4910(a}(2) NOISE CONTROL ACT OF 1972-CIVIL PENALTy , $11.0001 

42 U.S.C. 6928(a}(3) I RESOURCE CONSERVATION & RECOVERY ACTIVIOLATION SUBTITLE I $27.500 
C ASSESSED PER ORDER I 

42 U.SC 6928(c) .. . I RES. CONS. & REC ACT/CONTINUED NONCOMPLIANCE OF COMPLI-I $27,500 
ANCE ORDER. 

42 U.S.C. 6928(9) RESOURCE CONSERVATION & RECOVERY ACTIVIOLATION SUBTITLE $27,500 
C. 

42 U.S.C. 6928(h}(2) . RES CONS. & REC. /\CT/NONCOMPLIANCE OF CORRECTIVE ACTION $27,500 
ORDER 

42 U.S.C. 6934(e) RES. CONS. & REC. ACT/NONCOMPLIANCE WITH SECTION 3013 $5.500 
ORDER 

42 US.C 6973(b) RES CONS. & REC. ACTNIOLATIONS OF ADMINISTRATIVE ORDER. $5,500 
42 U.S.C. 6991e(a}(3) .. RES. CONS. & REC. ACT/NONCOMPLIANCE WITH UST ADMINISTRA· $27.500 

T1VE ORDER 
42 U.SC, 6991e(d}(1) . RES. CONS. & REC. ACT/FAILURE TO NOTIFY OR FOR SUBMITTING $11.000 

FALSE INFORMATION, 
42 U.S C. 6991e(d)(2) . RCRAIVIOLATIONS OF SPECIFIED UST REGULATORY REQUIRE· I $11.000 

MENTS. 
42 U.S.C 14304(a)(1) . BATTERY ACT VIOLATIONS. $10.000 
42 US.C 14304(9) BATTERY ACTNIOLATIONS OF CORRECTIVE ACTION ORDERS. $10,000 
42 US.C 7413(b) CLEAN AIR ACTIVIOLATION/OWNERS & OPERATORS OF STATIONARY $27,500 

AIR POLLUTION SOURCES-JUDICIAL PENALTIES. 
42 U.SC 7413 (d)(l) . I CLEAN AIR ACTIVIOLATION/OWNERS & OPERATORS OF STATIONARY I $27.500/ 

AIR POLLUTION SOURCES-ADMINISTRATIVE PENALTIES PER VIO- $220,000I 

LATION & MAX. 
42 U.S.C 7413(d}(3) I CLEAN AIR ACT/MINOR VIOLATIONS/STATIONARY AIR POLLUTION $5,500 

SOURCES-FIELD CITATIONS. 
42 U.S.C 7524(a) TAMPERING OR MANUFACTURE/SALE OF DEFEAT DEVICES IN VIOLA- $2,750.... I· 

TION OF 7522(a)(3)(A) OR (a)(3)(B)-BY PERSONS. 
42 U.S.C 7524(a) 

42 USC 7524(c) . 

42 U.S.C. 7545(d) 
42 U.S.C. 9604(e}(5}(B) 

42 U.S.C. 9606(b}(1) . 

42 U.S.C. 9609(a)&(b) .. 

42 USC 9609(b) 
42 US.C. 9609(c) . 

42 U.S.C. 9609(c) .. 

42 U.S.C, 11045(a)&(b) 
(1 ),(2)&(3). 

42 US.C 11045(b) (2)&(3) 

42 U.SC 11045(c)(1) 

42 USC. 11045(c)(2) 

42 US C 11045(d)(1). 

. I VIOLATION OF 7522(a)(3}(A) OR (a}(3}(B}-BY MANUFACTURERS OR $27.500 
DEALERS: ALL VIOLATIONS OF 7522(a}(1 ).(2), (4).&(5) BY ANYONE 

. I ADMINISTRATIVE PENALTIES AS SET IN 7524(a) & 7545(d) WITH A $220.000 
MAXIMUM ADMINISTRATIVE PENALTV. 

VIOLATIONS OF FUELS REGULATIONS.. $27,500 
SUPERFUND AMEND. & REAUTHORIZATION ACT/NONCOMPLIANCE $27.500 

W/REQUEST FOR INFO OR ACCESS. 
SUPERFUND/WORK NOT PERFORMED W/IMMINENT. SUBSTANTIAL $27,500 

ENDANGERMENT. 
SUPERFUND/ADMIN. PENALTY VIOLATIONS UNDER 42 USC SECT. $27.500 

9603, 9608. OR 9622 
SUPERFUND/ADMIN. PENALTY VIOLATIONS-SUBSEQUENT $82,500 
SUPERFUND/CIVIL JUDICIAL PENALTYIVIOLATIONS OF SECT. 9603. $27.500 

9608, 9622. 
SUPERFUND/CIVIL JUDICIAL PENALTY/SUBSEQUENT VIOLATIONS OF $82.500 

SECT. 9603. 9608. 9622. 
EMERGENCY PLANNING AND COMMUNITY RIGHT-TO-KNOW ACT $27,500 

CLASS I & II ADMINISTRATIVE AND CIVIL PENALTIES. 
EPCRA CLASS I & II ADMINISTRATIVE AND CIVIL PENALTIES-SUBSE- $82,500 

QUENT VIOLATIONS. 
EPCRA CIVIL AND ADMINISTRATIVE REPORTING PENALTIES FOR $27.500 

VIOLATIONS OF SECTIONS 11022 OR 11023 
EPCRA CIVIL AND ADMINISTRATIVE REPORTING PENALTIES FOR $11,000 

VIOLATIONS OF SECTIONS 11021 OR 11043(b). 
. I EPCRA-FRIVOLOUS TRADE SECRET CLAIMS-CIVIL AND ADMIN IS- $27,500 

I TR/\TIVE PEN/\LTIES 

New maximum 
penalty amount 

I $11 ,000 

$11.000
 
$32.500
 

$32.500
 

$32.500
 

$32.500
 

$6.500 

$6.500 
$32.500 

$11.000 

$11.000 

$11.000 
$11.000
 
$32.500
 

$32.500/
 
$270.000
 

$6.500
 

$2,750
 

$32.500
 

$270,000
 

$32,500
 
$32.500
 

$32,500 

$32.500 

$97.500 
$32.500 

$97,500 

$32.500 

$97.500 

$32,500 

$11,000 

$32.500 

PART 27-[AMENDED] Pub L. 1ll4-I:H. 110 Sial. 1:121.:l1 l!S.c:. § 27.3 Basis for civil penalties and 
3701 1I01e. assessments. 

• ~. The authority citation for Part 27 
continues to read as follows: 

Aulhorily: 31 L!S.c. :HI01-:1!l12: Pub. L. 

.3. Section ~7.3 is amended bv revising 
paragraphs (a}(lJ(iv) and [b}(l}(ii) to reiJd 
<IS follows: 

(a)' • • 

( I)' • • 

(iv) Is for payment for the provision 
\O\-.j10. 104 Sial. !l90. 2U U,S,c. 24h1 flole: of property or services which the persoll 

has not provided as claimed. shall be 
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suIJject, in ilddition to auy other rmlwdy 
Ih,lt muy be prescribed by law, to a civil 
plmaltv of not more tbau $6,500 I for 
uach such claim IThH rPgulatory penalty 
pl'Ovisiuns of this part elTuctive on 
lanuary :l0, IUD? remain in efTnct for any 
violatieJll of law occurring bntween . 
January :l0, l'lD? and March 15, :!004. 

[hI * 
( I) * * * 
(ii) ContHins, or is i1ccompanied by, an 

(!XIHeSS certification 01' affirmation of 
Ilw truthfulness Clnd iH:Clll'aCy of the 
COlltents of the statenwnt. sh;lll be 
subject. in addition 10 any other remedy 
that may be pmscribed by law, to a civJl 
pOllalty of nol more than 6,500 l for each 
such statemllllt. 

WI{ (Joc. IJ.l-:l2Jl Filed ~-12-()4; H:4:i ami 
BILLING CODE 6S6o-S0-P 

ENVIRONMENTAL PROTECTION 
AGENCY 

40 CFR Part 52 

[FL-91-200323(a); FRL-7622-1] 

Approval and Promulgation of 
Implementation Plans; Florida: 
Southeast Florida Area Maintenance 
Plan Update 

AGENCY: Environmental Protection
 
I\gency (EPA).
 
ACTtON: Direct final rule.
 

SUMMARY: The EPA is approving
 
revisions to the State Implementation
 
Plan [SIP) submitted by the Floridil
 
Depilrtment of Enyirolimentill Protection
 
[FDEP) on December 20,2002. This SIP
 
revision satisfies the requirement of the
 
Clean Air Act (CA/\) 1'01' the secund 10

veal' updilte 1'01' the Southeast Florida
 
:lI'I!a (DHde, 13roward, and Palm Beach
 
Counties) 1-hour ozone maintenance
 
•· 1"... C" + ..." ".-..-.. 1 ; "" - " I.'l) 1\ 
]t1I--IIO, 10-1 SI.ll.lil)(»), liS ;IIIWlldl~d hy the D(~ht 

(:IJllt~t:li[)1l 1IIlIHO\"I'1I11 1l1 Act of I!l!)lj (I-'ul>. L 10-1' 
1:11. 111lSI,,1. 1.121). 

~ :\:; <Hljllsled III i1n:tlrdaIlCl' with Ihl' FI't1I~rdl Ci,:il 
P ..n(dlit~S Inflation AdjuslllWII! .-\t:1 Ill" 1 !HlO (Pub. L. 
11I1-410, !O-l Std!. H\ltJ), as illlll·rHIt·d hv the f)l'lJI 
ClJlltlCliol1 hllpnn'cllwilt r\t:l oj I \Hlh tpllh L. 10-1

l.J.l. 1111 Still. III I). 

unless EP/\ receives adverse comment 
hI' March 15, 2004. If adverse COlllment 
i~ received, EI'/\ will publish a timely 
withdrawnlor the direct !'inal rule inlhe 
Flldllral Rilgister ilnd inform the public 
that the rule will not take effect. 

ADDRESSES: COlllments mny he 
submitted by mail to: Ileicfi l.eSane, 
Regulatory Development Soction, i\ir 
I'lanning I3ranch, Air, Pesticides and 
Toxics M,mngenlllnt Division, U.S. 
Environmental I'rotection I\gency 
Region 4, (i I Forsyth Street. SW. 
,\tlantn, Ceorgin 30303-1H)(,O. 
COlnrnents mny also be submitted 
tdectronically,-or through hilnu 
deliverv/courier. Please follow the 
detailed instructions described in Part 
1.13.1. through 3 of the SUPPLEMENTARY 
INFORMATION section. 

FOR FURTHER INFORMATtON CONTACT: 
Ileidi LeSane, Air, Pesticides & Toxics 
Management Division, Air Planning 
Branch, Regulatory Development 
Section, U.S. Environmental Protection 
I\gency Region 4, Atlanta Federal 
Center, 61 Forsyth Street, SW.. I\llanta, 
Ceorgia 30303-B960. Mrs. LeSane's 
phone number is 404-562-9035. She 
can also be reached via electronic mail 
at lesane.heidi@epo.gov or Lynorae 
13enjamin, I\ir, Pesticides & Toxics 
Manilgemenl Division, ,\ir Planning 
Branch, Air QUillity Modeling & 
Transportation Se~tion, U.S. 
EnvironlllentalProtection I\gency 
Region 4, /\tlanta Federal Center, fil 
Forsyth Street. SW., Atlanta. Georgia 
30303-B960. Ms. Benjamin's phone 
number is 404-562-9040. She can Hlso 
IllJ re<lched viil electronic mail at 
ben jan I in. h'norne@epa.gov. 

SUPPLEMENTARY tNFORMATtON: 

I. Generllllnlilrmlliion 

,\. How Can I Cet Copies oj This 
Document ond Other He/uted 
Information? 
IflLILJlItI' L.UJlllllelllJill OUSIIlt::SS 

Information (CI31) or other information 
whose disclosure is restrictnd by statute. 
The official publiC rlliemaking tile is the 
collection of Illnterials thill is available 
fur public \'il'wing at the Regllliltorv 
lJevulopment Section. I\ir Planning 

Branch, /\ir, Pesticides and Toxics 
Manilgement Division, U.S. 
En v iron men ta I Protection Agency 
Region 4. t> I ','orsyth Street, SW., 
i\llanla, Georgia 3030:3-8960. EPA 
requests that if at all possible. you 
contact the contact listed in the FOR 
FURTHER INFORMATION CONTACT section to 
schedule your inspection. The Regional 
Ol'fice's official hours or business ,Ire 
Monday throllgh Friday, 9 to :l:30, 
excluding Federal holidays. 

2. Copius ufthe State submittal and 
EPA's technical support document are 
also avai lable fill' puLJlic inspection 
during normal business hours, by 
appointment. at the State Air Agency. 
Florida Department of Environmental 
Protection, Twin Towers Office 
Building, 2600 I3lair Stone Road, 
Tallahassee, Florida 32399-2400. 

:l. Electronic /\ccess. You lIlay access 
this Federal Register document 
ldectronically through the 
Regulation.gov Web site located at http:/ 
/wwlv.regulations.gov where you can 
find, review, and submit comments on 
Federal rules that hilve been published 
in the Federal Register, the 
GOVI~rnment's legal newspaper, and are 
open 1'01' comment. 

For public commenters, it is 
important to note thilt EPA's policy is 
that public comments, whether 
submitted electronically or on paper, 
will be made available 1'01' public 
viewing at the EPA Regional alTice, as 
EPA receives them and without change, 
unless the communt contains 
copyrighted material. CBI. or other 
information whose disclosure is 
restricted by statute. When EPA 
identifies H comment containing 
copyrighted material. EPA will provide 
a reforence to that material in the 
version of the comment that is plHced in 
the official public rulemaking file. The 
entire printed comment. including the 
copyrighted materinl. will be available 

t!blt,~lil!fJrr.irre'iM?tJ;Vstl {wd?JiINbcu I' 

comlnents are submitted within the 
specified comment period. Comments 
received after the close or the cOlllment 
period will be marked "late." EPA is HoI 
re411irud to consider these late 
cOlllments. 


