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Dr. Julie Gerberding :
Director, Centers for Disease Control and Prevention, and
Administrator, Agency for Toxic Substances and Disease Registry
1600 Clifton Road NE

Atlanta, Georgia 30333

Dear Dr. Gerberding:

The Subcommittee on Investigations and Oversight of the House Science and
Technology Committee is continuing to investigate the Agency for Toxic Substances and
Disease Registry (ATSDR). The Committee’s concerns go well beyond the agency’s
indefensible handling of its February 2007 Health Consultation regarding formaldehyde
levels in travel trailers provided to victims of Hurricanes Katrina and Rita by the Federal
Emergency Management Agency (FEMA) or ATSDR management’s treatment of
whistleblower Dr. Chris De Rosa. As part of our continuing investigation, the Committee
has learned of several other issues where members of the public and ATSDR insiders
believe that political pressure and the influence of industry has resulted in the production
of deficient, incomplete and/or muted reports, studies or Health Consultations.

One of those issues involves the agency’s investigation of potential off-site
beryllium exposure to the public from the Brush Wellman beryllium manufacturing
facility in Elmore, Ohio. Documents obtained by the Committee raise serious questions
about the influence politically-connected companies may have on ATSDR’s role in
investigating this and other potential public health hazards. One of those documents from
September 2005, said that “Brush Wellman management” .. “resisted [ATSDR’s]
investigation through various means, including political pressure on” the local county
commissioners. Another one of ATSDR’s own documents from April 2006, said
ATSDR’s investigation into beryllium related health issues was “scaled back
significantly from the approach contemplated earlier, based in part on consideration of
concerns raised by the County Commissioners and Brush Wellman.”> These documents
paint a troubling portrait of an agency charged with protecting the public’s health.

Beryllium is a rare, light-weight metal that was widely used in the production of
U.S. nuclear weapons. It continues to find uses in aerospace, defense and other industries

! “Brush Wellman: Elmore, Ohio Exposure Investlgauon,” NCEH/ATSDR Hot Issue, 9/9/2005.
2 “ATSDR Brush Wellman Background Paper,” 4/14/2006.



where strong, light materials are needed—such as in aircraft, missiles and satellites.
When beryllium dust is inhaled or absorbed through the skin it can lead to chronic
beryllium disease (CBD), a devastating respiratory disease. Just like formaldehyde, some
people become “sensitized” to beryllium and may develop CBD. Others may be exposed
to beryllium, but never become ill. Some people who are sensitized to beryllium never
exhibit symptoms, while others may suffer severe health effects.

Occupational exposures to beryllium and resulting health consequences have been
known for years, particularly among former nuclear weapons plant workers. The Brush
Wellman Elmore plant has had 267 confirmed cases of occupational exposures to
beryllium, according to the Department of Labor. Non-occupational exposures to
beryllium overall, throughout the country, however, have been more difficult to
document although some cases exist. In addition, cases of chronic beryllium disease are
often misdiagnosed adding to the difficulty in documenting cases of the disease.

In 2001, then-Senator Mike DeWine of Ohio asked ATSDR to investigate
whether or not air emissions of beryllium from the Elmore plant or the off-site transport
of beryllium dust on workers’ clothes from the site posed a health hazard to area
. residents. The agency released a Health Consultation on this issue in July 2002 that
found current emissions of beryllium from the Brush Wellman factory did not present a
public health hazard. But the report also concluded that it did not have sufficient data to
determine if residents were at risk from previous beryllium releases from the plant. The
report recommended completing two environmental sampling investigations of beryllium
exposures that would include collecting samples from residences of Brush Wellman
workers and others living near the plant. The agency also planned to collect residential
environmental samples from the homes of other area beryllium workers.

In July 2003, ATSDR staff held a public meeting in Elmore to discuss their plans
to test the soil, vehicles, air, surface and carpet in nearly 75 homes near the site.
According to the ATSDR press release at the time: “The agency completed a health
consultation regarding this site last year and determined that an exposure investigation
was necessary to assess the level of beryllium present in the homes and vehicles of those
who work or live near the Brush Wellman facility.”® In 2005, two of three peer reviewers
who evaluated the agency’s environmental sampling plan recommended the plan go
forward.* Despite that, however, ATSDR never conducted any of its planned
environmental tests in Elmore, Ohio. It is unclear why the tests were cancelled, although
ATSDR documents suggest the tests may have been casualties of political pressure.

In March 2006, ATSDR announced new plans to offer free blood tests — known as
the beryllium lymphocyte proliferation test (BeLPT) — for up to 200 Elmore community’
members.5 The tests were developed as a screening tool to identify individuals who may

* ATSDR Media Announcement: “ATSDR Seeks Community Input on Protocol for Beryllium Exposure
Investigation in Elmore, Ohio,” June 30, 2003. - hitp://www.atsdr.cdc.gov/NEWS/elmoreoh070203 . html

* “Appendix 6 — Peer Review Comments and ATSDR Responses,” undated ATSDR document from 2005.
> ATSDR Media Announcement: “ATSDR to Offer Blood Tests for Beryllium Sensitization in Elmore,
Ohio,” March 27, 2006. www.atsdr.cdc.gov/NEWS/elmoreoh032706.html
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be sensitized to beryllium. The tests are not perfect and like all screening tests they may
identify some individuals as being sensitized to beryllium who are not sensitized and they
may miss identifying some people who actually are sensitized. This was one reason
Brush Wellman claimed to oppose the test, although the company actually provides this
same test for its own workers. Nevertheless, documents obtained by the Committee show
that the company was adamantly opposed to the tests, in part, supposedly because the
tests would raise unnecessary concerns about beryllium exposure in Elmore, Ohio.

At this same time, in 2006, Brush Wellman, Inc. was deciding whether to expand
its beryllium facility in either Elmore, Ohio or Delta, Utah. Letters from Richard J.
Hipple, the President and Chief Operating Officer of Brush Engineered Materials Inc.,
the parent company of Brush Wellman, Inc., responsible for the Elmore plant show he
feared that ATSDR’s health investigations would have a negative impact on the
company’s possible expansion of the Elmore site.

On March 28, 2006, Richard Hipple, wrote to then Senator DeWine complaining
of ATSDR’s plans to offer free tests for beryllium sensitization to up to 200 residents of
Elmore.’ The letter raised concerns about the scientific validity of the tests and expressed
concern that ATSDR’s efforts could draw negative media attention to Brush Wellman’s
plans to expand the Elmore site. “[W]hy would Elmore residents embrace an expansion
of our beryllium facility to add more production at the site if ATSDR is convinced further
investigation is needed and you support it?” Hipple asked Senator DeWine. The letter
claimed that if ATSDR’s plans went forward its study would be seen “as the origin of a
junk science program that led to a loss of property values, loss of jobs and perhaps a loss
of a major Iocal employer.”

A few days later Hipple fired off a letter to then-Ohio Governor Bob Taft.’

Hipple thanked the governor for his efforts in attempting to help the company secure a
new strategic beryllium production plant in Ohio and then reiterated his distress over the
planned ATSDR study. “It will be very difficult to announce an Elmore Ohio site
selection decision with the media attention and community uncertainty that we believe
will result from ATSDR’s latest unilateral and unscientific based actions. I very much
appreciate your offer to meet with Secretary [of Health and Human Services, Mike]
Leavitt,” wrote Hipple. Governor Taft responded promptly. That same day he penned a
hand-written note to Secretary Leavitt, telling him that he had spoken with Hipple about

an “expansion proj ect Ohio is competing for. Actions by ATSDR are a deterrent to
choosn:%g Ohlo wrote Governor Taft. “Please have someone look into this and get back
to me. '

¢ Richard J. Hipple, President and Chief Operating Officer, Brush Engineered Materials, Inc., letter to
Senator Mike DeWine, March 28, 2006.

7 Richard J. Hipple letter to Ohio Governor Bob Taft, April 3, 2006.

§ Handwritten note from Governor Bob Taft to the Honorable Mike Leavitt, Secretary of the Department of
Health and Human Services (HHS), April 3, 2006.



In June 2006, Ohio Governor Bob Taft announced a $100,000 business
development grant to Brush Wellman Inc. for costs associated with its anticipated '
expansion of the Elmore, Ohio beryllium site.” In September, Brush Wellman announced

' its decision to expand the Elmore site at a cost of $40 to $60 million. The expansion

would add 25 new positions to the estimated 600 person workforce and eliminate the
need to curtail 120 jobs at the site. In November 2006, ATSDR announced the results of
their beryllium tests. Only 18 people participated in those tests, but none of them were
found to be sensitized to beryllium. In December 2006, ATSDR released a “revised”
Health Consultation on beryllium exposures in Elmore. But the report asked the same
questions it posed in 2002 regarding whether or not Elmore-area residents had been
exposed to beryllium either from the plant’s air emissions or the transport of dust from
beryllium workers’ clothing off-site. In addition, it recommended the same
environmental sampling tests that the agency recommended in the original 2002 report.

It appears that this political pressure to have ATSDR scale down or cancel its
beryllium tests worked, at least in part. The Subcommittee has reviewed one internal
ATSDR background paper on the agency’s involvement on this issue, dated April 14,
2006, which certainly suggests that Brush Wellman’s pressure on the agency had some
impact on the agency’s investigation.® “Brush Wellman and the [Ottawa County]
Commmissioners suggest that ATSDR’s presence in Elmore would raise unfounded health
concerns among residents and create a climate that would be hostile to their expansion,”
the paper notes. The document also acknowledges that ATSDR did curtail its
investigation at the behest of industry. “ATSDR’s current proposal is scaled back
significantly from the approach contemplated earlier, based in part on consideration of
concerns raised by the County Commissioners and Brush Wellman,” according to the
document. Most disturbingly, it appears that ATSDR’s leadership played a crucial role in
these actions. “ATSDR’s senior management will personally review all comments
offered by the company and the county commissioners and ATSDR proposed responses
to the comments,” the document says. The Committee understands that ATSDR Deputy
Director Tom Sinks led the agency’s handling of its beryllium investigation.

- It is unclear what specific influence Brush Wellman’s lobbying efforts played on
the ATSDR investigation. But in the end only 18 residents were tested for potential
beryllium sensitization, although ATSDR planned to test up to 200 individuals. It is
unclear why so few residents participated in the tests, but the testing occurred in the
summer of 2006, just a few months after Brush Wellman raised objections to the tests. In
addition, the agency’s plans to conduct environmental sampling of beryllium in the
residences of 75 workers were cancelled. That work has never been completed.

Pursuant to the Committee’s authority under Rules X and XI of the United States
House of Representatives and Rule 3 (a) (5) of the Committee on Science and
Technology, we are requesting that you provide copies of all of the records (see attached
definition) listed below: .

% “Gov. Taft Announces Grants to Businesses, Communities,” US Fed News,‘ June 12, 2006.
10 «“ATSDR Brush Wellman Background Paper,” 4/14/2006.
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1. Copies of all records regarding ATSDR and CDC’s investigation into potential
© beryllium exposure in, near or surrounding the Brush Wellman beryllium facility
in Elmore, Ohio from January 1, 2006 to present.

2. Please include, any and all records related to the agency’s decision not to conduct
environmental sampling, as originally planned, of the residences of workers from
the Brush Wellman site or other beryllium facilities in Elmore, Ohio.

3. All communications plans, media alerts, flyers, fact sheets, scripts,
advertisements, or any other records related to ATSDR’s ¢ ‘community outreach”

efforts regarding the 2006 beryllium tests offered by the agency.

4. Records of any description from 2005 to the present regarding communications
between Dr. Falk, Dr. Frumkin, Dr. Sinks or yourself with any elected official or
their staff related to the beryllium study in Elmore, Ohio. .

: Please provide the requested records to the Subcommittee offices in Room B-374 -
of the Rayburn House Office Building by 5 p.m. on Wednesday, April 23, 2008. If you -
have any questions or need additional information, please have your staff contact
Douglas Pasternak, Investigations and Oversight Subcommittee professional staff
member, at (202) 226-8892, or Dr. Dan Pearson, Investigations and OverS1ght
Subcommittee staﬁ‘ director, at (202) 225-4494.

Your assistance in this matter is greatly appreciated.
Sincerely,
_ , BRAD MILLER
- Chairman

Subcommittee on
Investigations & Oversight

" cc: JAMES SENSENBRENNER, JR.
Ranking Member
Subcommittee on Investigations & Oversight -

Attachment



ATTACHMENT

The term “records” is to be construed in the broadest sense and shall mean any
written or graphic material, however produced or reproduced, of any kind or
description, consisting of the original and any non-identical copy (whether
different from the original because of notes made on or attached to such copy or
otherwise) and drafts and both sides thereof, whether printed or recorded
electronically or magnetically or stored in any type of data bank, including, but
~ not limited to, the following: correspondence, memoranda, records, summaries of
personal conversations or interviews, minutes or records of meetings or
conferences, opinions or reports of consultants, projections, statistical statements,
drafts, contracts, agreements, purchase orders, invoices, confirmations, telegraphs,
telexes, agendas, books, notes, pamphlets, periodicals, reports, studies,
evaluations, opinions, logs, diaries, desk calendars, appointment books, tape
recordings, video recordings, e-mails, voice mails, computer tapes, or other
computer stored matter, magnetic tapes, microfilm, microfiche, punch cards, all
other records kept by electronic, photographic, or mechanical means, charts, -
photographs, notebooks, drawings, plans, inter-office communications, intra-
office and intra-departmental communications, transcripts, checks and canceled
checks, bank statements, ledgers, books, records or statements of accounts, and
papers and things similar to any of the foregoing, however denominated.

The terms “relating,” “relate,” or “regarding” as to any given subject means
anything that constitutes, contains, embodies, identifies, deals with, or is in any
manner whatsoever pertinent to that subject, including but not limited to records
concerning the preparation of other records.



BRUSH WELLMAN ‘
ELMORE, OHIO EXPOSURE INVESTIGATION

BACKGROUND .

The Brush Wellman plant in Elmore, Ohio is the principal producer of beryllium, -
beryllium alloy, and beryllium oxide in the United States. Elmore is located about fifteen
miles southeast of Toledo along Highway 51 (Marcy Kaptur, D-9" District, represents -
Elmore). . :

e Beryllium is extracted from two ores: beryl and bertrandite, and is used in
‘products in a number of industries, including aerospace, automobile, energy,
medicine, and electronics. Exposure to beryllium can lead certain susceptible
individuals to develop chronic beryllium disease (CBD), a progressive,
granulomatous lung disease. The symptoms include dry cough, shortness of
breath, fatigue, and chest pain. CBD can be debilitating and sometimes fatal.

.o Sarcoidosis: this is an inflammatory condition in which granulomas are formed.

" It has no known cause and mimics other disorders such as CBD. Sarcoidosis
usually starts in the lungs or lymph nodes in the chest and almost always occurs in
more than one organ at a time. It also affects skin, eyes and liver. The cause of
this disease is not known'and the course of the disease varies greatly among
people. Inmost cases, sarcoidosis is mild and the inflammation that causes the
granulomas gets better on its own. In severe cases, sarcoidosis causes scar tissue
‘that permanently damages organs and cause-death (usually from cardio-
pulmonary changes). Treatment usually does not affect scar tissue.

HISTORY OF ATSDR’S INVOLVEMENT ' ,

- Janmary 5,2001: Controlled Correspondence: Senator Mike DeWine (R-CH)senta
request to Dr. Jeffrey Copeland, CDC Director, asking €DC or one of its organizations to -
conduct an assessment to determine the Elmore community’s exposure to beryllium dust.
Senator DeWine was concerned becausé many of his constituents believed they were at
risk of exposure from beryllium particles outside the facility. In his letter, Senator
DeWine acknowledged that considerable research on beryllium exposure in the

fromeres mee e v e WOTKplace. had ‘been done.but-he-believed that. more work needed to-be-done.outside.of - . om wnr'...

- the workplace. Senator DeWine wanted ATSDR to determine whether air emissions of
beryllium from the plant and the possible off-site transport of beryllivm on workers’
clothing constitute a health hazard to area residents. '

October 2001: ATSDR published a health consultation on the Brush Wellman beryllium
plant that found that beryllium emissions from the plant were below levels expected to
cause adverse health effects and did not pose a public health hazard. However, the health
consultation determined that an exposure investigation was necessary to assess the level
. of beryllium present in the homes and vehicles of those who worked or lived near the
. Brush Wellman facility,

NCEH/ATSDR HOT ISSUE |




... disease. Senator DeWine requested clarification as to why ATSDR selected the testing

July, 2663: ATSDR began planning for an exposure investigation at the Brush Wellman _—
site. ATSDR proposed to test current and former Brush Wellman workers, residents

living near the Brush Wellman plant, local machine shop workers who work with . -
beryllium. It also proposed to test soil and dust from properties hear the plant for the :

presence of beryllium. On July 14, 2003, the community was invited to provide input on

the protocol. : :

July 25, 2002: ATSDR released a health consultation that concluded:

e 30-day averages of beryllium emissions from the plant did not constitute a public
health hazard; )

o short-term beryllium release episodes and past violations of the EPA standard in

: 1980, 1989, and 1990 presented an indeterminate public health hazard to residents
immediately north and northeast of the Brush Wellman Elmore facility;

e alack of adequate information prevented ATSDR from determining whether
beryllium taken home on workers’ clothing constitutes a health hazard, and
therefore this route is classified as an indeterminate public health hazard; and-

o the levels of beryllium in well-water samples from private residents near the
Elmore Brush Wellman plant presented no public health hazard to residents.

The health consultation recommended that ATSDR determine whether community
members might have been exposed to off-site dust transport of beryllium. ATSDR would
do so by completing two environmental sampling investigations. It also recommended
that Brush Wellman cooperate with authorities in this effort and that the Ohio EPA o F
establish an ongoing dialogue with the Elmore community and perform periodic ‘
sampling of well water and ambient air. .

July 25, 2003: Controlled Correspondence from Senator Mike DeWine to Dr. Julie .
Gerberding re: clarification of proposed protocol. Correspondence is addressed to Mr.,
Peter Kowalski, Environmental Health Scientist, ATSDR.

Senator DeWine wrote in response to the public meeting expressing concerns relayed, to
him through several of his constituents regarding determinations. These constituents
voiced concerns regarding the apparent lack of surface standards for the purpose of
making health determinations for beryllium hypersensitivity or for chronic beryllium
procedure outlined in the draft exposure investigation protocol. He noted that the
Commissioners of Ottawa County, Ohio requested that the US EPA’s 30-day ambient air
standard for beryllium be used for its ability to make health-based determinations of
public health. He asked if this test serve as a viable alternative to the current testing
procedure found in the draft exposure investigation protocol? -

August 27, 2003: Controlled Correspondence from Dr. Julie Gerberding to Senator

DeWine’s July 25, 2005 letter regarding ATSDR’s public comment exposure

investigation. In response to the inquiry regarding ATSDR’s selection of the testing .
procedure outlined in the draft investigation protocol, Dr. Gerberding clarified that j

9:9: 20805




ATSDR designed the protocol to determine whether residents may be exposed to
beryllium, possibly from workers’ taking the metal home on their clothing or from past
air emissions from the Brush Wellman plant. Inresponse to the inquiry on whether a 30-
day air sample is a reasonable alternative to the current draft protocol, Dr. Gerberding
outlined that ATSDR will seriously consider the county’s request for 30-day air sampling
in the revised protocol. She further indicated that the exposure investigation public
comment period had closed Angust 15, 2003 and that ATSDR would provide additional
information after completing the assessment (compiling, reviewing, and formulating
responses) of the public comments. Dr. Gerberding offered the services of the ATSDR
staff to meet with either Senator DeWine, or his staff, to discuss the content of the
protocol.

1. To date, ATSDR has developed and had peer-reviewed a protocol for the
investigation. {

2. However, the Brush Wellman management has not provided direct comment on the
protocol and has resisted the investigation through various means, including
political pressure on the Ottawa County commissioners.

3. The Ottawa County Commissioners have also objected to the release of the
protocol, citing among ofher objections (a) that ATSDR is overstepping its
authority by including sarcoidosis as a subject of proposed study; (b) that the

- protocol lacks a control group to compare results; and (c) that a release of the
protocol in September rather, than in December might adversely affect tourism in
the area. Dr. Julie Gerberding has responded to the commissioners® concerns on -
several occasions, copying Senator DeWine each time.

August 30, 2005: Senator Mike DeWine met with County Commissionefs. The Senator
wants ATSDR to meet with the County Commissioners to brief them about ATSDR's
public health consult/protocol for case finding before the September 6th release. In the
original roll-out plan for the health consult/protocol, ATSDR planned to brief the
Commissioners on September 5th or 6th, but the Commissioners want to be briefed before
that. ' :

September 6, 2005: Peter Ko{valski, MD, the ATSDR lead for this site, has béen deployed

e 10 New Orleans for two weeks, so the briefing for the County Commissioners is delayedat
.least two weeks, CDC/W has been notified of Peter's deployment.




ATSDR Brush Wellman Background Paper
4/14/2006 2:10 PM

Introduction: In early 2001 Senator DeWine asked ATSDR to determine whether air
emissions of beryllium from the Brush Wellman plant in Elmore, Ohio, or possible off-
site transport of beryllium on workers' clothing, constitute a health hazard to the area
residents. The Ottawa County Commissioners and Brush Wellman have expressed
concems from the outset: the stated basis for their opposition has changed as ATSDR's
work has progressed and other circumstances evolved. At each stage ATSDR has
endeavored to work with them and the commimity at large to address questions and
concems raised about its proposals.
T ditigs andRecommendativiis: In its 2002 public health consultation ATSDR
concluded that current emissions of beryllium from the Brosh Wellman facility did not
present a publi¢ health hazard. However, the Agency also concluded that it did not have
the.data necessary to determine whether residents were at risk from exposures to
beryllium released in the past. The case finding and exposure investigations that, until

’ recently, ATSDR was planning, were intended to address that uncertainty. A’ES@R’*%E
t*akan & fresh Ioia"k af sc1ent1ﬂc and, reiatod&eéhe%msues Asa result the Agency recently
decided o take a more limited approach to address what the health consultation refers to
as an “indeterminate public health hazard”,

ATSDR S Cment approach: The Agency recently concluded that while there was not

- sufficient evidence of health impact at this time to warrant a full case finding study or

exposure investigation, data showing beryllium had been released in the past, and the
uncertainty left by the earlier report's finding of an indeterminate health hazard, it would
be prudent to offer tests for beryllium sensitivity to persons wHo. 1y have_g’h@%;ég@p&é‘d
fo'Beryilinimarid-may be concerned about thesg.past exposire. The current proposal is to
offer as a public.service, tosts for beryllium sensitization to up to 200 eligible persons,
including those who live within a short distance of the facility, and those who could have
been exposed through beryllium dust brought home on workers' clothing. The test Would
be purely voluntary and confidential.

Issues and Concern expressed by the Oftawa County Commissioners and Brush
Wellman: The current concerns relate to a combiuhity, servife tediig plaa that ATSDR
released for public comment on March 31, 2006, The p}an, which is open for public

TEothiienit thrGligh April 30; provides for activities that are -significantly more limited than ™ ™

those ATSDR proposed to undertake in the past: in place of a full rgsgareh study and
exposure investigation in residences, which the Commissioners and Company opposed,

The Commissioners and Company have raised these concerns through numerous
channels, including several directed to Secretary Leavitt: a letter from the CEO of Brush
Wellman; a phone call to Sen. DeWine; and a note from Governor Taft, Their concerts
include:

* challenging the need for any further action by ATSDR,




e Arguing that ATSDR's presence could hurt the chances that Brush Wellman's
Elmore facility will be chosen to carry out a large cortract recently awarded to the
Company by the DOE. Selection would mean construction of a state of the art
facility and job creation in an economically depressed area. The other location
under consideration is in Utah, the site of Brush Wellman's current mining
operations. Brush Wellman and the Commissioners suggest that ATSDR's
presence in Elmore would raise unfounded health concems among residents and
create a climate that would be hostile to their expansion. However, beryllium
sensitization is an indication of past exposure to beryllium; ATSDR's proposed
plan should have no bearing on where Brush Wellman builds its new state of the
art facility.

* Arguing-that the, tesfmg atiéthod;is sen@uslyﬂawedrand ynreliable withofi o
aelmevvle‘a,gmgét%;at e company has peneélmaily offered ﬁns*sam‘e“;te‘ét"tﬁ WSS
employees

"The Commissioner also made a suggestion, which Senator DeWine reportedly

pursued in his conversation with Secretary Leavitt, that the County Health
Department, rather than ATSDR, should conduct the testing.

Steps to accommodate concerns raised by the Commissioners and Brush Wellman:

1. ATSDR has consistently solicited and

onsidered the concemns of Brush

Wellman, the County commissioners, and the corhmumty at large, and where appropriate
has taken steps to accommodate these concerns, For example, the Agency:

® Has sought and considered public comments on the protocol for the exposure
mves_tlga’clon n 2003 N L

* ead s %@ p"r@ "”"%ﬁby ‘the: County Cemmlsmoneys SRR
Ecety W

¢ planned fo invite public comment on the case finding protocol in 2005, before
deciding not to go forward with a case finding study;
agreed to change the intended schedule for release of the protocols;
reconsidered its approach, based in part on issues raised by the Commissioners
and the company, and decided not to proceed with the case finding or exposure

g investigation at this tirne;
s £+’

Brush Wellman and the County Commissioners on Maich 24, 2006, to brief them
on and answer questions regarding the approach under the hew protocol pnor to
its release on March 31 2006 ol e rd

R
S

pededi

*:j-attended a lengthy meeting-convened-by-Sen-DeWine-with-representatives- ei':-- = e




e offered to convene an expert panel in Ottawa County to address the interpretation
of testing results, on April 25, 2006: the panel will include representatives of
Brush Wellman and the County, as well as other scientists;

* invited public comment for a period of 30 days on the protocol released on March
31, 2006, and before finalizing the protocol will consider comments received.

2. Based on the circumstances -- data showing past releases of beryllium, and ATSDR's
earlier finding of an indeterminate health hazard - persons who may be concerned about
potential exposure should be offered an opportunity to learn more about their individual
status through a test for beryllinm sensmzatlon

3. ATSDR'S current proposal is scaled back significantly from the approach contemplated
earlier, based in part on consideration of concerns raised by the County Commissioners

and Brush Wellman.

4. ATSDR is in an ongoing dialogue with the County Commissioners regarding their
suggestion that the County conduct blood testing. Although the suggestion raises some
concerns, the Agency has requested further information to allow it to more fully evalnate

" the proposal.

5. If the County Commissioners and the company are correct that the community is not
interested in the testing, then the demand for this service will be limited. Press in
response to ATSDR's announcing its release of the protocol for pubhc comment FESEELE
limited and neutral

6. The Connmssmners and the Company should be encguraged adwised to raise their
concems through the public comment period on the protocol, which is open until April .
30, rather than allowing them to bypass this process which ATSDR voluntarily offered
preasely for the 1231'13059 of inviting : and addressmcr concerns such%as those that have been
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77 S. High St., 30® Floor
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Dear Governor Tafl:

Thank you very much for taking the-time 1o call us oz Friday to offer your help in securing the new strategic
Beryllivm production plant for the state of Ohio, Also, your efforts on tort reform smd reducing the costs of doing
business are essenial 1 secure long-tenm employment in Ohio. The global economy is challenging many of our

" historic models, and we must quickly adapt or be subject to becoming a secondary economy. We just recently
celebrated our 75" anniversary as an Obio corporation and axe looking forward vo the mext seventy-five years here in
Ohio! - ) -

The efforts and current financial incentive proposal by the ‘Ohio Deparment of Developmont leam are greatly

‘apprecizted. As you might expect, it is a close race between Blmore Ohio (where wa have the world's largest

worldwide beryllium. and beryllinm alloy mansfacturing Eicility) and the competing locgtion where oux mining

operation is located. You asked whether theze were any issues that you could help to overcome to make Ohio the.
, "winning" location, There are two: o . . ’

¢ Pirst, we face 32 « §3 million expense for demmolition and sjte preparation of the old beryllium plant
building t our Elmore Ohbio facility. The shernare sits does not have demolition requirements, making the
<ite prep far less extensive and costly. If Ohio cowld find a way to help here, it would be 3 major advintage
to site the now plant in Elmore Chio. The new building end equipment will be the most modem beryTHum
production plant in the world,

¢ Second, the ongoing involvement of the Agency for Toxic Substances and Discasc Regisuy (ATSDR) in
the cormmmmity atound our Etmere Qhio plant. Jt will be very difficelt 10 arnnounce an Elmore Okio site
selection decision with the media attention and communily uncertainty that we believe will result from
ATSDR’s latest untlezeral and unsciensific based avtions, 1 very much sppreciate your offer to meet with
Steretary Leavitt to help cxplain how the ATSDR. is continuing its fnvestigation well beyond the original
o e seopeof Senarer DeWine's request; withour any evidents of & by nirroreitad Healih Ak sais = ==
community, I offer the following backpround mformation to supplement your meeting with Secrenary
Leavitt This meeting is crucial as time is of the essence for Ohiol

In 2001, in response to a request by Ohio Citizen Action, Senaror Mike DeWine asked the ATSDR o study whether
beryllium air'emissions from Brush Wellman’s Efmore plant and the possible off-sitg transport of beryllinm dust on
warkers' clothing presented a health hazard to area residents. The initial ATSDR cousuliation was complsted in
2002 with the ageney cotcluding that air smissions from Brush Wellman do pot pose a bealth threaz to the Elmors
Commuiity, The report a)so.acknowledged the extensive measures by Brush to prevent off-site wansport of
beryliium by workers, including showers and company-provided elothing thar remains on site. ‘Ihese measuzes to

prevent off-site drag-our of bezyllium into workers homes or the comnmanity have been o place since at least 1957,
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Despite these concluslons and the assurances to the public that we believe they, pmv:ldq. the ATSDR is sow plamm,g

" to blbod test 200 petsons in the Elmwore area commmunity. In & March 24, 2008 meeting, ATSDR Deputy Director

Thormas Sinks rold Brusk Wellman end Ottawe Coutity represemanves that ne immediaie heallh concerns exist
and ATSDR has jound nothuzg that supports & case study investigarion as this ttme. Dr. Sinks could offer up no
_reason for the blood testing other thain to say that ATSDR behevcs “somt:thmg needs to be done” as a service to the

community for those that remmn conceraed.

What makes this all so senseless. and wasteful is there isno 1onger any presmxe by Ohio Citizen Action or any
demand from' a.nyone in the commumty for ATSDR. to continve its actions in Onawa Connry. To illustrate:

- - Upcn I1éaming of our exténsive comrmunity and worker pratection efforts, Ohio Citizen Achcn concluded
fts Brush Wellman ca.mpa;gn on September 17, 2002 and subsequently publicly declired the company 2
il “Good Nejghibor.” In fact, in October of 2006, Ohio Citizen Action ceremoniously gave Brush Wellmana
spec:al Tecognition award for i its health and safety efforts with workers and the commumty

. No one inthe community is eager for the ATSDR 1o rewrn, Jn farct, the commundy Izas strongly = and in
overwhelming numbers —opposed the continuation of the ATSDR study. Only one letter of nearly 123
public comment letters recelved by the ATSDR was supportive of the agency's approach. The,Ottawa.
County elected, officials have also expressed their objections xegarding the ATSDR’s program agit is
currently dengue . ' .. . .

« There have been no casss of commumty beryllinm :Ilmess in the company’s 53 years of operating in Ottawa
Cmmty, and the plant beryllium cmissions ate sggn;ﬁcanﬂy below the BPA. standards.

. A2006 :eviewby the Qttawa County Health Departent found there is no increased incidence of
respiratory diseascs in- Ottawa County. In fact, the Ottawa County mtc:. are below both the State of Ohiv
zmd natonal rates. v s

s The pmposcd ATSTR blood resting program is very unxehable and has no bascline data 1o which the results
» can bs corapa‘ed. Collecting data with no means for sefentific 'ln.mp:eta.ﬂon will likely result in great
commmmity confusion and quite possibly eause serious urmecessmy damage w0 property valuey. . An exreme
waste.of tax dol'la:rs' .

It is cormplicated to nnderstand all of the fssues and events that have led to the current ATSDR plan Iam including
with this letter three attachments that provide additions] understanding of what has transpired. If 1t wiould be of hielp
0 you, our Vice Presideny of Envirommnenial Health and Sefety, Marc Kolanz, or our consultent, Randy Schumacher,
dre available to ass:styou in Washingron 2t any time, Attached are: 1) a letzer from Mr. Arndl, the President of the
Ottzwa County commissioners, to Scuator DeWine, 2) commments from a well-respected health expert from Vale

_ (Dz. Borak) who is serving as the cormmssmnc.r shealth e'xpert. and 3) a letter that was necently sent 1o Senator
DeWine from me. . i

Aguin, T very much appreciate your willipgness to convey the nforementionad concerns to SWEW‘.V Leavitt 3714

* Qtawa County elecled affisiols have e:qpressed their objections regarding the ATSDR’S prograw us it is currgnily

dnguea‘. 'ntey would be very much zmerested in aless drasnc appraach Lfonty rheAT?DR wuid wark wztlx

“therm:

Please feel free to call me at any tiinu ifl canbe of any assistance in chﬁfymg these important issues. Most
importantly, thank you ngam for all your time and consideration on the site piep costs and the ATSDR.... itis
csscnusl 1o make Ohio a’ “winper”.

Sincexely, -' ' L. . ' .

Richard J. Hipp"le
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The Honorable Mike DeWine

United States Senate
140 Russell Bullding
Washington, DC 20510

Dear Senator DeWine:

You asked that | contact you if things did not proceed well in reaching a reasonable
compromise with the Agency for Toxic Substances and Disease Registry (ATSDR) on

-the scientific issues: As you undoubtedly know by now, Brush Wellman attended &

meeting this past Friday, March 24, hosted by your office with ATSDR and Ottawa
County Commissloners office representatives, My senlor sclence staff expeacted that
this mesting would finally provide the opportunity, as you had promised, for a
cooperatlve resolution of the scientific questions to enable a consensus that mests
the needs of ATSDR, Brush Wellman Inc. and Ottawa County. It was not. ATSDR
came to the meeting having already made up its mind on what it plans to do in Elmore,
and nothing either Btush Wellman or the Gounty Commissioners said dissuaded the

* agency from its predetermined agenda. At most, it was a courtesy meeting. At the

worst, you are being used as the unilateral reason for ATSDR's continuing action which
may leave you accountable for any public outrage. '

The decisions that the ATSDR announced yesterday-are likely to sériously damage
Brush Wellman's reputation in the Elmore community, unfairdy elevate concerns about |
potential beryllium health effects with our customers and in the Elmore community, and

-Increase the likelihood of litigation by plaintiff's lawyers using the ATSDR as justification. | '.'. . .

During the'ineefing, we pointed-out that ATSDR has thoroughly reviewed éﬂéwa '

County Health Dspartment records and found there is no increased incidence of
respiratory diseases in Otfawa County. In fact, the Ottawa County rates are below both -
the State of Ohjo and national rates. Dr. Thomas Sinks of the ATSDR claimed that there. |
have been community cases of CBD. When questioned on this, Dr. Sinks could only
ideniify. a single case in the entire 53 years the Elniore plant has been in operation and
he did not know that this spousal case was related to an in-plant industrial beryliium




- B3~ RECENEDED /13
APR 63 'G5 89:28 FR B EXECUTIUE OFFICE 2t 481 2523 TO 916146449 e 56,2006 47107 54 W53 06

OFFICE OF THE SECRETARY
CORRESPONDENCE

The Hon. Mike DeWine” CONTROL CENTER'

March 28, 2008
Page 2

accident and not to beryilium air emissions (this person lived 35 miles upwind of the
Elmore plant) Dr. Sinks also stated that ATSDR believes there'is significant community
interest in its investigation, despite the fact that Ohio Citizen Action stopped its )
campaign against Brush Wellman over two years ago and even gave Brush Wellman a
‘'special recognition award in 2005 for health and safety improvements. Dr. Sinks ‘could
offer no basis to support his claim and he ignored the point made by Commissioner
Steven-Amdt that only 1 of 123 public comment letters to the ATSDR favored ATSDR
continuing its investigation, These facts, combined with ATSDR’s earlier finding that .
Brush Wellman’s beryllium emissions pose no increased health risk to Elmore residents,
» should have been enocugh to justify stopping any further investigation in the community.

_That is not the case, however. Dr. Sinks repeatediy stated thaf ATSDR “needstodo " °

something” and clearly stated that its further efforts are in response to your original
request. ATSDR pians to offer 200 residents of Elmore the highly questionable blood
lymplwocyte proliferation test for beryilium (BeBLPT). The agency stated the public
health benefit to the community and individuals tested Is reassurance, /f the tests.come
back negative. Dr. Sinks did not understand that there is a good chance seme will
be positive but urirelated to Brush Wellman’s emissions or work practices. Brush
Weliman previously informed ATSDR that 1-2% of the people will test positive
‘Wwho have never worked with berylhum or had exposure to beryllium other than
from naturally occurring beryllium. - This fact was apparently news to Dr. Sinks,
which supports our assertion that the agency has a predetermined agenda and
lacks full understandmg of the sclentn" ic facis assocxated w:th the BeBLPT

The ATSDR recently used the BeBLPT ina commumty in Tellevast Florida to re-test
three persons who had a single positive test out of a total of 359 persons tested, a!ong
with re-testing another six persons whose tests were either “borderiine” or
uninterpretable. The re-tests were sent to two different labs for analysis. Of these 18
repeated tests, not one confirmed the first test result. According to the focal media
reports, this has led to great confusion in the community, lawsuits and calls for
resident’s homes o be hought out and resident’s relocated. Dr. Sinks was clear
that ATSDR does not care about any adverse fallout as the result of its cantinuing
efforts in the Elmore commumty

The beryihum medical and science experts who attended the mesting on behalf of
Brush Wellman and the independent miedical expert from Yale representing the Ottawa
County Commissioners questioned ATSDR's. proposed investigation and described it as

- not-meeting-minimum scientific-standards for even a-student's Masters-degree program.

Dr. Sinks could oniy repeat his statement that what ATSDR is planning is being deemed
a public health service, not a scientific study. Dr. Sinks has'erroneously based his -
comment on an assumption that a negative BeBLPT impatrts a confirmation of safety to
area residents. Dr. Sinks was not aware that persons have been diagnosed with
chranic beryllium disease who never test positive using the BeBLPT. Dr. Sinks further
stated that ATSDR plans to sumimarize the results of the “public health service” to the
community, yet readily admitted that no typical scientific controls are being put in place
to ensure the accuracy of the results or absence of tesfing bias, L
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Let's be.clear why ATSDR continues fo pursue this ill-founded investigation: because -
you asked for the original study and you will not tell the agency that your request has
been satisfied. This is what your etaff stated and what ATSDR understands is your
intention. Clearly, it is now the DeWine Study, and we believe much more harm than
good can come from what ATSDR is about to implement.

We expect a hew round of expensive litigation will oceur as a result of media-driven
community confusion and fear-mangering that will result from ATSDR offering the
BeBLPT to Elmore residents, Plainiiff lawyers certainly will learn about the agency’s
.program from the just-released announcement and will coach homeowners to take the
test hoping for positive results to justify suing Brush Wellman. Our customers will learn
of the DeWine Study, which is likely 1o put further pressure ori thern to find substitutes
for beryllium. Lastly, why would Elmore residents embrace an expansion of our '
benyilium facliity {0 add more production at the site If ATSDR Is convinced further
investigation is needed and you support it? . . .

Senator, we are greatly disappeinted in the DeWine Study, especially after-the
assurances you made {o me promising a fair and balanced effort towards consensus on
the scientific questions by the ATSDR with Brush Wellman's science experts and the -
Ottawa County science expert. Your support of ATSDR's program does a disservice to
Brush Wellman, our employees, the Eimore community, Ottawa County and our
customers. Itis unfortunate that, in the future, people In the Elmore community will
point to the DeWine Study as the origin of a junk.science program that led to a loss of
property values, loss of jobs @nd perhaps a loss of a major local employer.

! am currently in Asia exploring business opportunities, but | would like to discuss this °

with you directly and soon, especially in light of the ATSDR press release that came out

- on Monday detailing the ATSDR’s plan and schedule without even vetting it through a
public review process. ! can be reached any fime.of the day or night that suits your
immediate schedule. Please contact my assistant, Sue Zacher, at 21 6-383-6837, to

~convey your preference. Time is of the essence, . .

Sincereiy, .. ,
LN

" Wk TOTAL PAGE. 13

~
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Appendix 6 - Peer Review Comments and ATSDR Responsés

ATSDR’s responses to Peer Reviewer comments are italicized.

. Comments of Lee Newman, MD

" Are the purpose and objectives of the investigation clearly defined; and do they

merit this investigation?
Yes (x)No ( )} Unsure ( )

Need for exposure data. There is a definite need for environmental data to assess
potential take-home exposure by workers in beryllium facilities and to assess
airborne exposures in homes that are in close proximity to the Brush Wellman
plant. Although the investigators deleted reference to this paper in their response
to public comment, the publication by Sanderson (Sanderson W et al. Beryllium

" Contamination inside vehicles of machine shop workers. Appl Occ and Environ

Hyg 1999; 14:223-230) nonetheless remains part of the scientific rationale for this
investigation: the well-established;, published fact that take-out exposures can.
occur when beryllium machinists leave the workplace. There is also well-
established, published data that community cases of CBD can occur (as illustrated
both in both Reading, PA and Lorain OH) in proximity to beryllium-using
facilities. Furthermore, in direct contradiction of one of the publie comment
statements in Appendix 5 (“There are no known cases of non-occupational CBD
in the community so why do the testing?™), there has been at least one non-
occupational case of the wife of a Brush Wellman Elmore facility employes. She
contracted CBD, from take-home exposure, and later died of this disease.
(Reference: Newman L and Kreiss K. Non-occupational chronic beryllium |
disease masquerading as sarcoidosis: Identification by blood lymphocyte
proliferative response to beryllium. Am Rev Respir Dis, 1992; 145:1212-1214).
Thus, further investigation of exposure levels in the homes described in this ‘
protocol are warranted. - T

Potential benefit to the community and to science. The exposure data obtained in
this study has the gotential to provide important information for the residents of
the community and to public health professionals regarding the distribution of
beryllium in the community, at levels that may produce health consequences for

T M itiose exposed. The Work will extend the triderstanding of airborne health hazards T T T

in the community surrounding the Brush Wellman plant, thus addressing the '
concetn voiced by U.S. Senator DeWine. '
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2. Can the environmental sampling methods meet the chjectives of the

~mvest1gat1on7

Hlyes {x) No ( ) Unsure ( )

The proposed methods are adequate, Analytical method is state of the art with
acceptable limit of detection relative to levels that the investigators seek to
measure, The sample size, method and duration of sampling should prove
adequate to determine if there is detectable air borne beryllium contamination.

Can the sampling results provide meaningful information that can be interpreted
from a health standpoint? .
Yes (x) No( ) Unsure ( )

The levels of exposure that the investigators have targeted for this study are levels
that have been shown to be‘sufficient to cause beryllium sensitization and CBD.

Are there other sampling strategies that you would employ to achieve the goals of

the investigation?

Yes (x) No ( ) Unsure ( )

Questionnaire. The occupational questionnaire-is efficient and well done but some

additional information about current beryllium work exposure may prove helpful.

Specifically, on a given day of home sampling, the airborne levels of beryllium in
.the home of a beryllium-machine shop worker might be influenced by whether or
-not he/she did any beryllium-dust related activities on the job that day or previous

day. Tt is common for beryllium machinists in such shops to work on beryllium on

an irregular schedule. An airborne plume of beryllium carried home might be

missed if the worker was not using beryllium on the day of home sampling.

ATSDR has revised the protocol so that the work history questionnaire will be
given to only those persons at residences where beryllium levels exceeded 10
percent of the EPA RfC (0.002 pg/m®). ATSDR decided not to include an
additional question on beryllium work on the day of the samplmg because the
questionnaire already asks about current beryllium work and hygiene practices.
Also with regard to the questionnaire, it would probably be helpful to determine

potential to be re-entrained in the air might be greater in the older homes w1th1n 1
km of the Brush Wellman plant.”

ATSDR agrees with comment. The questionnaire has been revised as suggested.
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Surface sampling. Through my reading of the Appendix and the response to
public comment, I understand why the investigators may have elected to not
perform surface sampling. Although what they now propose is valid, justifiable,
and meritorious, I think that the study would be stronger with collection of pilot
data: surface sampling of infrequently cleaned (settled dust) areas of the home.
While such measurements could not be directly linked to either air borne exposure
or to health risk, these data can provide an indirect indication of cumulative
beryllium accurnulation and could be analyzed by correlational methods for
homes within the 1 km radius. They would be in keeping with the Senator’s
request to investigate tlie health hazard, because while sampling the ajr for
beryllium on any given day in someone’s home might yield a non-detectable
result, sampling on a day when major cleaning occurs (along exposed beams, in
attics and crawl spaces, on top of appliances, relocating of furniture etc.) has been
shown to increase airborne beryllium levels by re-entraining settled dust.

ATSDR has decided not to perform surface sampling during the initial sampling
because of the difficulty interpreting these surface sampling results. ATSDR may
recommend additional sampling, including surface sampling, if the beryllium
levels approach or exceed the EPA reference concentration.

The study acknowledges that it will not directly determine the soa;ce of'the

- beryllium that may be found in the homes. However, at the time of follow-up

sampling, it would be reasonable to consider performing more specific particle
analysis in those homes that are found to have elevated levels of beryllium. i.e.
instead of simply repeating the sampling, it may be possible to obtain some of the
subsequent samples and characterize whether the beryllium particles are
beryllium alloy or not. If particles of beryllium-aluminum, beryllium-copper, or
beryllium-nickel were detected, for example, this would certainly suggest a point
source of exposure (such as a machine shop). The study is valid and meritorious
even without investigating the sources of exposure, but it would be strengthened
by this additional information. ,

ATSDR may recommend additional testing to determine appropriate follow-up
actions if the beryllium levels in air present a health hazard, is possible.

- Correlating Tocation With exposure levels. As andthér appioach 1o the question of -~

beryllium source, I would suggest that the investigators add a fourth form of data
analysis: Correlate location (i.e. distance from the Brush Wellman plant) with
beryllium level in the home for the 50 local residents.

ATSDR will evaluate the relationship between the beryllium levels and the
distance and direction from the Brush Wellman Plant,
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Parallel outdoor sampling at time of follow-up sampling. Will there be air
sampling conducted outdoors? It would seem reasonable to include simultansous
air sampling both indoors and outdoors as part of the Follow-up sampling
protocol, especially if elevated beryllinm-levels are found in the homes of workers
in the contract machine shops.

ATSDR will consider follow-up air ambient sampling if warranted. However, a
number of studies have shown no ov a poor correlation between the ambient
outdoor and indoor particulate levels [15].

Are there any other comments abont the investigation that you would like to
make? : ’

I found the protocol clear, concise, and well written. It is likely to provide
important information and I commend the investigation team.

‘ Select the appropriate category below: . ‘
(List recommended changes or reasoné for not 1-'ecc’>mmendjng)

A. Recommend (x) ' N
B. Recommend with Required Changes( )

C. Not Recondmended( )
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Comments of Wayne Sanderson, PxD CIH

Are the purpose and objectives of the investigaﬁbn clearly defined; and do thay -
merit this investigation?

. Yes(X) No( ) Unsure( )

Yes, it is clearly étated on page 5, that the purpose of this investigation is to
measure the airbome levels of beryllium inside the homes of local machine shop

‘workers and residents near.the Brush Wellman facility in Elmore, Ohio. This

work was specifically requested by concetned citizens through their U.S. Senator,
Mike DeWine. Because overt respiratory disease—chronic beryllium disease
(CBD)—has not been documented historically among residents near the Brush
Wellman facility, I believe it is unlikely that people living near this plant have
significantly increased risk for developing this disease. But this question has
never been adequately studied and it remains unknown if individuals have
developed sensitivity to beryllium due to living near the beryllium plant or living
with workers machining beryllium products. There is'a level of public concern
which should be addressed. \

CBD was documented in the 1940s among residents living near beryllium plants
in Lorain, Ohio and Reading, Pennsylvania: And, household members of
beryllium workers have been shown to develop CBD. However,+n recent years
Brush Wellman has developed excellent procedures for reducing the migration of
beryllium from inside the plant into the community and homes of its wotkers. It
has also reduced environmental air emissions from its production plant in Elmore.

However, it remains unknown what beryllium exposure levels residents near this -

plant may experience inside their homes from current air emissions and residual
levels in the environment. It is also not known whether workers at machine
shops—not operatéd by Brush Wellman--in the E}morc area have been afforded
the same level of protection to prevent mlgranon of beryllium from their
worksites into their homes. ..

Ihave high pra1se for investigators at ATSDR for their efforts addressing this*
concern. It is a difficult task and they have developed a reasonable approach to
evaluating the problem.
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Can the environmental sampling methods meet the objectives of the

investigation?
Yes () No () Unsure (X)

Why?.

I believe that the current plans to collect two 24-hour air samples at 12
liters/minute at two locations inside the homes of volunteers will measure the
general beryllium air levels inside these homes on the particular day which the
samples are collected. I suspect that most of these samples will either be very low
or below the analytical limit of detection. Unless they are collected om a day
when the residents vacuum their floors, implement relatively vigorous cleaning,
or are taken nearby while machine shop workers remove potentially contaminated
clothing, they may not represent times of greatest exposure potential. This one
time sample has limited ability to estimate the average bezylhum exposure levels
inside the homes. One way to address this would be to increase the sample
duration or the number of one-day samples collected inside each home.

These air samples will not be able to determine whether surfaces inside the homes
have been contaminated with beryllivm, and may not adequately address whether
the beryllium may become a:.rbome »

Reszdents will be asked to perform routine cleaning and occupy their home for a
Siminimum of 12 hours while two 24 hour air samples are collected. This sampling
“will be repeated on two occasions if one or both of the two samples initial
samples exceeded 10 percent of the EPA Reference Concentration.

Can the sampling results provide meaningful information that can be interpreted
from a health standpoint?
Yes (x) No ( ) Unsure ( )

The sampling results from this study can be directly compared to the
Environmental Protection: Agency s Reference Concentration for beryllium in air
(0.02 pg/m?). This standard is based on evaluation of toxicological and
epidemiological data and is meant to protect the general public from risk of
developing chronic lung disease. If air measurements are found to exceed this
"16vel, d4ta 1§ being collected which will allow evaluafion of risk Facfors which
might be associated with increase air exposure, such as location of the home,
occupations of the inhabitants, and cleaning practices.
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2R
N 4, Are there other sampling strafegies that you would employ to achieve the goals of
the investigation?
Yes (x) No { ) Unsure ( )}

It is disappointing that evaluation of beryllivm concentrations on surfaces, such as
floors, inside the homes is not going to be conducted as originally planned. Itis
true that no standards or accepted criteria for safe levels of beryllium on surfaces
have been established. The U.S. Department of Energy has proposed limits of
= beryllium on work surfaces and equipment, but these limits are not based on
health effects. However, this effort provides an excellent opportunity to evalnate
the beryllium surface concentrations inside the homes of residents living near a
large beryllium plant and the potential migration of beryltium inside the homes of
‘machinists who manufacture beryilium products. These measurements would
have to be compared to concentrations inside the homes of a control population
who did not live near a beryllium plant or work with beryllium products.
Background levels of beryllium on residential surfaces ave not well documented.
It would have to be clearly noted in the protocol that these measurements were for
research purposes and could not be compared to prevailing health criteria.
However, these measurements would help evaluate the long-term chronic risk of
beryllium exposure inside study participants” homes, beyond the current plan to
collect 4 few samples over only a few days. > )
ATSDR has decided not to perform surface sampling during the initial sampling
because of the difficulty interpreting the health implications of surface sampling
data, ATSDR has not ruled recommending additional sampling, including surface
sampling, if the beryllium levels exceed the EPA reference concentration.

Budget and logistic considerations may prevent the possibility of collecting more
air samples, but single, 24-hour air samples (two samples will be completed —
ATSDR) inside the homes of study participants is very limited for estimating risk.
It would be good fo increase the number of samples collected, the samplmg
duration or both. Perhaps at least a winter and summer sampling campaign could
be employed.

. ATSDR will recommend follow-up sampling if the zmz‘zal samplzng mdzcaz‘e the
[T T T presence of a health hazard:

5. Are there any other comments about the investigation that you would hke to
make'?

In Table 1, column 3, it states that Local residents living within 1 km of the plant
will be sampled. 'Why is one km chosen instead of 1 rmle, which would be
consistent with the health study?

f’\ - ATSDR has revised to protocol include those living within 1 mile of the plant.
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" The protocol has been revised as noted,

Appendix 6 - Peer Review Comments and ATSDR Responses

In the methods section, no control group is chosen becanse it appears the air ) 3
samples are simply to be compared to the USEPA. ambient air standard.

However, it would be useful to have samples collected inside a group of

comparison homes at a greater distance from the plant.

ATSDR will not use comparison populatzon because of the limited nature of the
sampling investigation.

It is not stated in the Methods Section—Environmental Sample Collection—
where the samples will be collected. Although homes vary considerably, an effort
should be made to collect the samples in consistent locations across the homnes,
such as family gathering areas—Xkitchens, family rooms, or children’s play areas.
It is stated in the Appendix, but might also be stated in the Methods Section.

g

ATSDR agrees with this comment and has revised the protocol as suggested.

The selected air flow rate of 11 liters per minute is & considerable air flow through
arelatively small 37 mm MCE filter. Has this method been employed before and
are the selected sampling pumps been able to maintain a consistent flow rate with
a high expected static pressure? Also, in the Appendix the airflow rate is reported
tobe 11 and 12 liters per mimite (page 24). ) s

ATSDR will test sample traz‘n well in advance of the field sampling. . ‘Q?

In Section 6.2, it is noted that a calibrated rotometer will be used to check the
flow rate of the sampling pumps. The sampling pumps should first be calibrated
against a primary standard and then the flow rate simply checked in the field
using the rotometer. Idon’t think itis good accepted practice to use a rofometer
to calibrate airflow pumps. .

-ATSDR agrees with the comment and has specified a primary standard for
calibration rather than a rotometer.

On page 24, third line from the bottom the sentence reads “Turn of pump...” This
should read “Tum off pump...”
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- ‘T?iés"e'f()i"iﬁ'at' and grammar Errors Have been corrected.

Appendix 6 - Peer Review Comments and ATSDR Responses \

On page 26, item 3 under 11.0 Rotometer Calibration, it will be difficult to use -
even a 1 liter bubble burette to calibrate the rotometer at 12 liters per minute
(bubble start to stop = 5 seconds). I recommend using either a high-volume
Gilibrator, SKC Dri Cal, or a larger bubble burette to calibrate the pumps and the
rotometer.,

ATSDR agrees with comment and has specified an electronic primary standard
Jor calibration e.g. Dri-Cal or Gilibrator.

On page 27 the comment is made that exposure investigation will negatively
impact property values. This seems like an unacceptable reason to not evaluate
potential public health problems. Ifin fact residents are at risk of developing a
serious lung disease, the long-term medical costs may outweigh a potential drop
in their property values. On the other hand, if beryllium levels are found to be
low and no sensitivity or lung disease is found, the potential fear that residents
have will be alleviated.

ATSDR agrees with this comment.

On page 28, the spacing seems o be a bit off, It is a bit exrant elsewhere in the
comment and response section. T

ATSDR has rr‘zadz'ﬁed the .s'paciné

Also, on page 28 it is stated that the study will not benefit Ottawa County. Lack
of identified disease or exposure will certainly lessen residents concern ‘about risk
for chronic beryllium disease, but if sensitivity, beryllium lung disease, and high
exposures are found, then public health measures may be implemented to reduce
peoples” health risk. I found many of the criticisms of the ATSDR protocol izl
Appendix 5 to be obstructionistic and ridiculous.

On page 31, third paragraph from the bottom the word ‘of’ was omitted from the
fixst sentence. Also, The word Comment near the bottom of page 34 should be
bolded rather than italicized.
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Appendix 6 - Peer Review Comments and ATSDR Responses

On page 49, second paragraph, it would be helpful if the criticizer could provide a

., Teference for the statement “...one could expect a sensitization rate of 20 to 40
" *people within the 2000 people living within three miles of the Elmore plant, even

if the Elmore plant never existed.” I struggle frequently with an estimate of the
false positive rate for the berylhum lymphocyte proliferation test. I do not believe
an accurate estimate of false positives for this test exists and I do not believe this
statement can be backed up.

The companzon case finding protocol contains a detailed discussion of beryllium
lymphocyte proliferation test.

Select the appropriate category below:
/ .
(List recommended changes or reasons for not recommending)

D. Recommend (%)
E. Recommend with Required Changes ( )
F. Not Recommendedf )

s

Aside from addressing the minor comments I have noted above and my

. dlsappomhnent that no surface samphng will be conducted, I recoramend this
* ~protocol for implementation.
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Appeundix 6 - Peer Review Comments and ATSDR Responses

Comments from Milton Rossuian, MD |

Are the purpose and objectives of the mvesngatlon clearly defined; and do they
merit this investigation? .

Yes (x) No ( ) Unsure { )
Are there any other comments?

No

Are there other samphng strateges that you would employ to achieve the goals of
the investigation? )

Yes () No { )} Unsure (x)

The purpose of this study is to measure the airborne levels of beryllium in the
home of local machine shop workers and in the home of individuals who live
within 1 km of the Brush Wellman plant in Elmore. The levels determined will be
compared to EPAs reference concentration for beryllium, However, the real
purpose of this investigation is to determine whether contamination has occurred
in the past, Thus, while the residents may be reassured that at the time of the
sampling, there were not elevated levels of beryllium in their houses, the study
will do little to reassure the residents that contamination did not occur in the past
or that it could not occur in the future,

ATSDR will clearly communicate the limitations of the sampling to the
prospective participanis. They will determine whether the benefit of the
investigation outweighs its limitations.

\
Can the saropling resulis provide meaningful information that can be interpreted
from a health standpoint? Yes

The environmental sampling will meet the purposes of the investigators since d
direot measurements of air samplés will be done,
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" Select the appropriate category below:

{

Appendix 6 - Peer Review Comuments and ATSDR Responses

Can the sampling results provide meaningful information that can be interpreted
from a health standpoint?

While air sampling will give results that will reflect the airtbome levels of
beryllium in the homes at the time of investigation, it may not mean the
contamination has not occurred in the past. It does not rule out that significant
exposure may have occurred in the past but now has been either cleaned up or
diluted by time. Thus, negative results will probably do little to reassure the
community that contamination has not occurred in the past. However, positive
results will show that contamination has occurred.

As noted above, ATSDR will clearly communicate the limitations of the sampling
to the prospective participations. They will determine whether the benefit of the
investigation outweigh its limitations.

Are there any other comments about the investigation that yoﬁ would like to
make?

Yes (x) No ( ) Unsure ()

Consideration should have been done to sample for 1 week rather than just one

day. Because the strategy relies on re-suspension of beryllium in the : ,&%
contaminated house, a longer sampling strategy might lead to more activities in .
the house the might lead to the detection of abnormal levels. Examples of this

might be washing clothes, taking off work clothes, and vacuuming and cleaning at

the end of a week or on a normal cleaning day rather then on a day when it might

have been done a day or two before. In addition, depending on whether the

sampling was done on a week day or a weekend, members of the household may

or may not be in the home on the day of the sampling.

Residents will be asked to perform routine cleaning and occupy their home for a
minimum of 12 hours while two 24-hour air samples are collected, This sampling

will be repeated on two separate occasions if one of the two samples initial
samples exceeded 10 percent of the EP4 Reference Concentration,

(List recommended changes or reasons for not recommending)
Recommend( )
Recommend with Required Changes ( ) .

Not Recommended (x)

v .
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Appendix 6 - Peer Review Comments and ATSDR Responses

.--:z{:;la e !

¥ Clearly this proposal is in conjunction with the case finding proposal. Combining
the immunologic surveillance and the detection of abnormal air levels will be
most useful, however I would suspect that the immunologic surveillance would be
a more sensitive technique to determine if exposure has occurred.

This protocol will have similar participation criteria to the case finding protocol,
ATSDR will attempt compare results to the extent possible. ATSDR also supports
exposure-based environmental sampling because substantial past air emission
Jrom the Brush Wellman — Elmore Plant and of the possibly of worker-take-home
Jfrom machine shop warkers.

In the consent form, under risks it should be noted that a negative air sample does
not rule the possibility of past or future exposure.

ATSDR agrees with comment. The consent form has been revised as noted.
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AGENCY FOR TOXIC SUBSTANCES
AND DISEASE REGISTRY

ATSDR MEDIA ANNOUNCEMENT
ATSDR Seeks Community Input on Protocol
for
Beryllium Exposure Investigation in ElImore,
Chio

For Immediate Release: June 30, 2003

Public Meeting To Be Held July 14, 2003

ATLANTA 2 The Agency for Toxic Substances and Disease Registry (ATSDR), a public health
agency of the U.S. Department of Health and Human Services, has made available for public
comment the draft protocol for an exposure investigation to be conducted in Elmore, Ohio. The
public comment period will run from July 15 to -
August 15.

A public meeting will be held from 6:30 p.m. to 8:30 p.m. on Monday, July 14, 2003. At the
meeting ATSDR representatives will provide further information about the exposure
investigation and will answer questions from community members present. The meetmg wm be
held at: .

Elmore Community Center
410 Clinton St.
Elmore, Ohio 43416

The protocol will outline the process for collecting samples to be gathered as part of an
exposure investigation to determine levels of beryllium in homes and areas near the Brush -
Wellman Plant. The facility produces beryllium and products containing beryllium. Exposure to
beryllium dust in the workplace Is linked to a serious lung disease.

-.ATSDR s conducting the investigation to determine whether higher-than-background
exposures to beryllium may be occurring in the community. The agency completed a health
consultation regarding this.site last year and determined that an exposure investigation was
necessary to assess the level of beryllium present in the homes and vehicles of those who

work or live near the Brush Wellman facility.

The health consultation also found that beryllium emissions from the plaht are below levels
expected to cause adverse health effects and do not pose a public health hazard.

Because the investigation will require that samples be taken from properties around the site,
ATSDR is seeking input on the protocol from the local commuriity. The draft Exposure
Investigation Workplan (protocol) will be available on July 8 for public review and comment at
the following repository:

http://www.atsdr.cde.gov/NEWS/elmorech070203.html ‘ 4/8/2008
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AGEHCY FOR TOXIC SUBSTANCES:
AND DISEASE REGISTRY

ATSDR MEDIA ANNOUNCEMENT

ATSDR to Offer Blood Tests for Beryllium Sensitization in Elmore, Ohio
Agency to host public availability session April 25

For Immediate Release: March 27, 2006

ATLANTA - The Agency for Toxic Substances and Disease Registry (ATSDR)
announced today a plan fo provide a community service to people living or working
near the Brush Wellman facility in Elmore, Ohio; who remain concerned about past
beryllium exposures and their health. The plan mcludes a free blood test for
beryllium sensitization.

As reported in its 2002 public health consultation, ATSDR does not think'that
current releases of beryllium from Brush Wellman pose a risk to people's health. In
that report, ATSDR could not draw conclusions about people's health risks from
past, short-term beryllium releases from the plant. People who remain concerned
about their individual past exposures can volunteer for a blood test to Ieam if they
may have been affected.

The blood test can determine if an individual has been sensitized - a kind of allergic
response - to beryllium from past releases to the environment. People who are
sensitized may or may not develop a lung disease called chronic beryllium disease"
(CBD). The test itself does not determine if people are sick.

ATSDR Director Howard Frumkin, M.D., Dr. P.H., said, "We are taking this
approach to provide people a service that should address their remaining concemns.
" People whose test results are normal can be reassured that they are not likely at
- risk for beryllium disease. People who learn they are sensitized to beryllium can
work Wlﬂ'i thelr physwuans to care for thelr health appropnately .

The agency will host a public availability session Aprll 25 to-meet w1th commumty
members and discuss the plan. The session will be held from 4-8 p.m. at
Woodmore High School, 633 Fremont Street, Elmore, Ohio.

ATSDR will test up to 200 people who are considered most likely to benefit from
this screening test. This includes people who meet the following enroliment criteria:

o residents living within approximately 1 % miles of the boundaries of the Brush
Wellman faclhty

» workers from local machine shops that contract to machine berylhum alloys,
and their household contacts;

« household contacts of Brush Wellman workers;

http://www.atsdr.cde.gov/NEW S/elmoreoh032706.html o ' 4/8/2008
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Harris-Elmore Public Library
238 Toledo St. -
Elmore, Ohio 43416 ' :

- The public comment period will run from July 15 through August 15. Comments must be made
in writing and sent to:

Chief, Program Evaluation, Records and lnformatlon Services Branch
ATSDR :

1600 Clifton Road, N.E.
Mailstop E-60
Atlanta, GA 30333

Comments received, without the names of individuals who submitted them, and ATSDR's
response to the comments will appear in an appendix to the final exposure investigation
protocol. Names of those who submit comments, however, will be subject to release for
requests made under the U.S, Freedom of Information Act.

Community members seeking information on the procedures or the content of this draft

protocol should contact ATSDR Health Assessor Peter Kowalski or Community Involvement

Specialist Loretta Bush in Atlanta toll-free at 1-888-422-8737 or call ATSDR Regional

Representative Clayton Koher in Chicago at 312-353-6086. Callers should reference the Brush
. Wellman exposure mvestlgatlon protocol.

-30-

)

Members of the news media may request an interview with ATSDR staff by calling Elaine
McEachern or Petro Kacur in the ATSDR Office of Pollcy and External Affairs at 770-488-
0700 ‘

Back to ATSDR Home page

This page updated Jul‘y 2,2003 .
s i s i s e e o e s = BOE-MOTEINfOFMALION, -CONtACEATSDR. Gt v e v e st e e e s o e s
770-488-0700 or e-mail'(news media) ‘

ATSDR Home | Search | Index | Glossary, | Contact Us
About ATSDR | Ne M_Amm]..alméag&ll IE_I.J_G“H_e_al:b_Z&m_mg_ms
Prvacy Policy | External Links Disclaimer | Accessibility
US Department of Health and Human Services

Human

http://www.atsdr.cde.gov/NEWS/elmoreoh070203.html 4/8/2008
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« people in the area diaghosed with sarco'idosis, a disease with lung ohanges'
that resemble the changes in CBD.

Interested persons who meet the enrollment criteria may call ATSDR toll-free at 1-
866-577-4258 from 8 a.m. - 8 p.m. (EST), Monday through Friday. Individuals may
call now to leave their name and phone number. In May, ATSDR will begin
collecting more information from callers to determine if they meet the enroliment
criteria. Callers meeting the criteria will be enrolled on a first-come, first-served
basis. (

While ATSDR plans to provide information to local physicians about the disease
and the testing program, individual test results and information collected will be
. kept confidential.

The plan for blood testing will be available for public review March 31 through April
30 on the ATSDR Web site at
hitp://www.atsdr.cdc.gov/sites/brushwellman/protocol.pdf and at the locations listed

. below. During the public comment period, residents can review and comment on
the testing plan or proposed activities. Comments received will be considered for
the final testing plan. ATSDR plans to finalize the testing plan in May and begin the
testing program this summer. .

Residents can review the document at these Harris-Elmore Library locations:

328 Toledo Street
Elmore, OH 43416

Genoa Branch
602 West Street
Genoa, OH 43430

Comments should be mailed to:
ATSDR Records Center

1600 Clifton Road, N.E. (MS E-60)
Atlanta, Ga. 30333

--Or, they-may-be-provided- wa e-mail-tos ATSDRRecordsCenter@cdc gov;-Subject:- -
Brush Wellman - Elmore, OH.

Community members seeking more information may call ATSDR Medical
Epidemiologist Dan Middleton, M.D., MPH, toli-free at 1-888-422-8737.

HH

.Members of the news medié ‘can request an interview by calling the
NCEH/ATSDR Office of Communication at 770-488-0700.

Back to ATSDR Home page

hitp://www.atsdr.cdc.gov/INEWS/elmoreoh032706.htinl ' 4/8/2008
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ATSDR MEDIA ANNOUNCEMENT

ATSDR Presents Berylllum Sensntlzat{on Test Results
at Nov. 15 Public Meeting in Elmore

For Immedlate Release: November 13, 2006

ATLANTA - The Agency for Toxxc Substances and Dls.ease Registry (ATSDR) will

announce the collective results of its testing for berylllum sensitization at a publi

IC

meeting in Elmore, Ohio, on Nov. 15. The mesting is 6:30-7: 30 p.m. at the Elmore

Community Center, 410 Clinton St.
Testing results will not be announced before the public m'ee’tihg.

A public health agency of the U.S. Department of Health and Human Services,

ATSDR this past summer offered certain people living or working near the Brush

Wellman facility in Elmore free blood testing to determine if they are sensitized
beryllium. ,

to ~

Eighteen persons \(olunteered for the testing. Those eligible for ;che testing were:

o residents living within approximately 1 % miles of Brush Wellman facxhty
boundaries;,

/

» workers from local machine shops confracted to machine berylhum alloys,

and the worker’s household contacts; -
« household contacts of Brush Wellman workers;
« people in the area diagnosed with sarcoidosis, a disease with {ung chang

cS

that resemble the changes in a lung disease called chronic beryllium disease

(CBD)

.. Berylllum sensitization is a klnd of allergic response to bervlllum exposure,  People _
whose immune systems have been sensitized to berylhum are at higher risk for

CBD.

ATSDR ‘s public health consultation report in 2002 on the Brush Wellman facility

found that releases of beryllium from the plant at that time were not a public he
hazard.

However, ATSDR could not draw conclusions about people's health risks from

alth

possible past, short-term beryliium releases. To help community members answer

that questlon the agency offered the recent beryilium sensmzatlon testing as a
public service.

Community members seeking more information should call ATSDR Health

http://www.atsdr.cde.gov/NEWS/brushwellman111306,html

4/8/2008
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Communication Specialist Loretta Bush at 404-498-1742 or Medical Epidemiologist
Dr. Dan Middleton at 404-498-0565 between 9:00 a.m. and -5:00 p.m. (Eastern).
HHE

Members of the news media can request an interview with ATSDR staff by
calling the NCEH/ATSDR Office of Communication at 770-488-0700.

Back to ATSDR Home page

Updated November 13, 2006
For more information, contact ATSDR at:
1 770-488-0700 or e-mail (news media)

[
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Privacy Policy | External Links Disclaimer | Accessibility
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SOURCE: Brush Wellman Inc.

Brush Engineered Materials Inc. .
Investors: Michael C. Hasychak, 216-383-6823
Media: Patrick S. Carpenter, 216-383~6835

1

Copyright Business Wire 2006

News Provided by COMTEX
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Brush Wellman Inc. Selects Elmore, Ohio as Site for Proposed Primary
Beryllium Facility

CLEVELAND, Sep 18, 2006 (BUSINESS WIRE) Brush Wellman Inc. announced today that it has selected Elmore, Ohio as
the site for the proposed $40 to $60 million primary beryilium facility. Brush Wellman consndered existing plant sites at
Elmore and Delta, Utah for the investment.

Approximately 25 additional jobs are expected to be created to operate and maintain the facility. A significant number of
construction and support positions will be created outside of Brush Wellman related to the project.

Primary beryllium is the feedstock material used to produce beryllium metal products. The nation's only primary beryllium
production facility, one of a number of units operated by Brush Wellman in Elmore, was closed in 2000 due to several
factors, including equipment obsolescence at the facllity and the availability of a large supply of primary beryllium from the
government stockpile. The Elmore facility presently employs 580 workers.

The breferred location for the proposed facillty was determinéd, in part, through the design and engineering work that has,
occurred over the past year under a $9 million contract from the Department of Defense's (DOD) Defense Production Act,
Title Il Program. Middough Consulting of Cleveland is the primary design and engineering firm contracted for the project.

In selecting the lacatlon, Brush Wellman cited state and local Incentives, as well as the avallabllity of @ workforce
experienced in primary beryllium production, start up support and proximity to other support services.

Greg Gregory, Primary Beryllium Facllity Project Manager, commented, “The Ohio and Utah alternatives were extremely
competitive, which made this a tough decision. Both sites offered advantages Including excellent existing work forces and
strong local and state support.” In either case, he explained, there are benefits for the other facility as part of the beryllium
production and supply chain. By locating this facility at Elmore, for example, Delta could see an eventual increase in
production of some 25%. Brush Wellman's Utah operations mine and mill ore into an intermediate form for Elmore. Another
benefit is the preservation of approximately 120 jobs at Elmore related to the further processing of beryllium metal,

In an innovative public-private cost-sharing partnership under the Title |1l program, Brush Wellman will provide technology,
land, buildings and an ongoing operation for the facllity, while the government will fund engineering, design and equipment.
Financing for the bullding is being provided by the Cleveland-Cuyahoga County Port Authority. The first phase of the
contract, deslgn and engineering, is expected to be completed over the next year. The total cost of the facility will be
determined through the design process. The second phase will involve consiruction and start up of the facility and Is

expected to réquire’an‘additiorial two to thrée yéars followirg completxon ‘of phase dné: Fundiigforthe” second phase will"
require additional governmental approval. R

The Defense Production Act is the primary legistation for ensuring domestic avallability of industrial resources and critical
technology items essential for national defense. The Title IIl Program provides a vehicle to create, maintain, modernize or
expand domestic production capability for technology items, components and resources essentlal for national defense and
for which there is Insufficient productfon capaclty to meet those needs. Title lil stimulates Investments in key production
‘resources to increase the supply, improve the quality and reduce the cost of advanced technology and reduces U.S.
dependency on foreign sources of supply for critical materials.

Brush Wellman Inc., the world's only fully integrated producer of beryllium, beryllium-containing alloys and beryllia ceramic, is
a wholly-owned subsmary of Brush Engineered Materials Inc. (NYSE:BW). Brush Englneered Materials, commemorating its
75th year in 2008, is headquartered in Cleveland. The Company, through its wholly-owned subsidiaries, supplies worldwide
mar;kets with berylllum products, alloy products, electronic products, precious metal products, and engineered material
systems.

www.beming.com
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