From: (b) (6)

Sent: Monday, July 13, 2015 11:01 AM

- 00 06 ] ()06
Subject: colon ca

Categories: Orange Category

Hi, guys, just want to point out that the 1999 Paulu study is an environmental not an occupational study for colon ca...

These templates are a useful start!l Thanks



Parrillo, Jeffrey M. (\IACO)_l

From: (b) (6)

Sent: Tuesday, July 14, 2015 2:25 PM
To:

Subject: final revisions

Attachments: CLCW-BladderCA6.docx

b) (6




Parrillo, Jeffrey M. (VACO)

From: (b) (6)

Sent: Wednesday, July 15, 2015 1:18 PM
To: " 0)6) [ (0) (6
Subject: FW: [EXTERNAL] SecVA briefing

Attachments: SecVA briefly.docx

D) (6

From: [ CINC))

Sent: Wednﬁéﬁiil iuli 15, 2015 1:17 PM
To:

Subject: FW: [EXTERNAL] SecVA briefing
ignore that the doc. is called “briefly” instead of briefing.

Leukemia is too difficult to do quickly. Several different conditions.

| didn’t have parkinsons done yet. Cant do it now but could tonight if you think it is needed.

Let me know if you want more references or anymore for these. | did NOT put in risk factor articles as thought you
wanted to compare other studies to ATSDR and not discuss risk factors. But | certainy can add that.

b) (6

From:

Sent: Wednesday, July 15, :11 PM
= 0) ()

Subject: [EXTERNAL] SecVA briefly




General reference for cancers from ATSDR:
Toxicological Profile for Trichloroethylene, (Draft), ATSDR October, 2014

http: //www.atsdr.cdc.gov/toxprofiles/tp19.pdf

A study of three Michigan communities in which people were exposed to chlorinated solvents including
trichloroethylene in drinking water showed no significant increases in cancers among the exposed
population, including leukemia (Freni and Bloomer 1988). However, the cohort size in this study was
only 223.

In the ATSDR Trichloroethylene Subregistry health survey of people exposed to trichloroethylene and
other contaminants through drinking water in up to 15 locations across five states (lllinois, Indiana, and
Michigan, Pennsylvania, and Arizona), no convincing evidence of a significant association between
trichloroethylene and cancer was found at baseline assessment or at several follow-up time points
(Agency for Toxic Substances and Disease Registry 1994, 1999; Burg and Gist 1999; Burg et al. 1995;
Davis et al. 2005).

NOTE: Studies showing an increased risk were in those exposed to high levels for years, This risk
needs to be compared to time at CL, levels measured at CL, and other risk factors.

Renal

Raaschou-Nielsen et al. (2003) reported an SIR of 1.6 (95% Cl, 1.1-2.3) for occupational TCE exposure in
men employed for 5 years or more.

Hansen: 2013 showed no increase in risk for developing renal cell cancer for those working directly with
TCE. The median duration of employment in the company with TCE exposure was 6 years. It was
determined that if TCE is a risk factor for kidney cancer, it was only at extremely high levels of exposure.

Vlaandern et al performed an analysis of occupational exposures in four Nordic countries for TCE and
PCE found no association between these exposures and kidney cancer.

Charbotal suggests an association between exposures to high levels of TCE and

Increased risk of RCC. Respectively. A significantly increased risk of RCC

was identified for the highest cumulative dose; the

adjusted OR was 2.16 {1.02-4.60). Increased risk only for high cumulative dose which was much higher
than the exposed does in CLCW

References:

Vlaanderen J et. Al. Occupational exposure to trichloroethylene and perchloroethylene and the risk of
lymphoma, liver, and kidney cancer in four Nordic countries. Occup Environ Med. 2013 Jun; 70(6):393-
401.



Raaschou-Nielsen O, Hansen J, McLaughlin JK, Kolstad H, Christensen JM, Tarone RE, Olsen JH. Cancer
risk among workers at Danish companies using trichloroethylene: a cohort study. Am J Epidemiol. 2003
Dec 15;158(12):1182-92.

Hansen J1, Sallmén M, Seldén Al, Anttila A, Pukkala E, Andersson K, Bryngelsson IL, Raaschou-Nielsen O,
Olsen JH, McLaughlin JK. Risk of cancer among workers exposed to trichloroethylene: analysis of three
Nordic cohort studies. ] Natl Cancer Inst. 2013 Jun 19;105(12):869-77.

BARBARA CHARBOTEL¥, et al, Case—Control Study on Renal Cell Cancer and Occupational Exposure to
Trichloroethylene. Part Il: Epidemiological Aspects. Ann. Occup. Hyg., Vol. 50, No. 8, pp. 777-787, 2006.

Prostate

Paulu. A study regarding health effects of the contaminated drinking water in Massachusetts evaluated
cancer effects and found no elevated risk of prostate cancer.

Morgan et al. in 2002 reviewed new cases for 16 cancer types in a California community with a
population of 3.3 million people (1988 to 1998). This study did not observe an overall cancer excess.
The standardized incidence ratio for prostate cancer was 1.11 (99% CI .98 — 1.25). This was not
statistically significant. This study was conducted on a water supply that was contaminated with PERC
from 5-98 parts per billion {PPB) and TCE levels from .09 to 97 ppb when monitoring began. These were
measurements taken at well heads. The water was then distributed to the population in a co-mingled
distribution system, including some water sources that were not contaminated, similar to what occurred
at Camp Lejeune.

The Radican study found no increased incidence of prostate cancer in workers exposed to TCE They
reported hazard ratios (95% confidence intervals) for prostate cancer of 1.22 {0.82-1.82) for low/
intermittent exposure, 1.30 (0.85-1.99) for low/continuous exposure, 1.02 (0.57-1.86) for peak/
infrequent exposure, 1.24 (0.81-1.92) for peak/ frequent exposure. None was statistically significant.

Lipworth et al, in 2011 reported an extended follow up of aircraft manufacturing workers who were
exposed to TCE, PCE, chromates and mixed solvents and found no increased risk of prostate cancer [19].
The evaluated the length of exposure and found no statistically significant increase risk of prostate
cancer.

In a Canadian study published in February 2013 the authors found that the majority of the assaciations
examined between chlorinated solvent exposures and the development of 11 sites of cancer were null.
The authors define substantial exposure as: exposed at a confidence level of probable or definite; a
concentration or frequency of medium or high; and duration of greater than 5 years. Out of two
associations that were found to have significantly elevated odds ratios {ORs), one was for substantial
exposure to perchloroethylene and prostate cancer (OR = 4.3; 95% CI: 1.4 to 13). The association
between any PERC exposure and prostate cancer was lower and the confidence interval included 1,
indicated this could have occurred from chance alone (OR=2.2; 95%Cl: 0.8 to 5.7).



Paulu C, Aschengrau A, Ozonoff D. Tetrachloroethylene-contaminated drinking water in Massachusetts
and the risk of colon-rectum, lung, and other cancers. Environ Health Perspect. 1999 Apr;107(4):265-71

Morgan, J., & Cassady, R. (n.d.). Community Cancer Assessment in Response to Long-Time Exposure to
Perchlorate and Trichloroethylene in Drinking Water. Journal of Occupational and Environmental
Medicine 44.2 (2002) 616-21.

Radican L, Blair A, Stewart P, Wartenberg D. Mortality of aircraft maintenance workers exposed to
trichloroethylene and other hydrocarbons and chemicals: extended follow-up. J Occup Environ Med.
2008 Nov;50(11}:1306-19

Christensen KY, Vizcaya D, Richardson H, Lavoué J, Aronson K, Siemiatycki: Risk of selected cancers due
to occupational exposure to chiorinated solvents in a case-contral study in Montreal. J Occup Environ
Med. 2013 Feb; 55(2):198-208.

Lipworth, L. Cancer mortality among aircraft manufacturing workers: an extended follow-up. J Occup
Environ Med. 2011 Sep;53(9):992-1007

Colorectal

Environmental studies evaluating possible relationship between CRC and exposure to the chemical
found in CLCW are somewhat limited.

Paulu et al. 1999 observed that the adjusted ORs for colon-rectum cancer were modestly elevated
among ever-exposed subjects as more years of latency were assumed [OR and Cl, 1.7 (0.8-3.8) and 2.0
(0.6-5.8) for 11 and 13 years of latency, respectively]. These elevated ORs stemmed mainly from
assaciations with rectal cancer. Adjusted ORs for rectal cancer among ever-exposed subjects were more
elevated [OR and Cl, 2.6 (0. 8-6.7) and 3.1 {0.7-10.9) for 11 and 13 years of latency, respectively] than
were corresponding estimates for colon cancer [OR and Cl, 1.3 (0.5-3.5) and 1.5 (0.3-5.8) for 11 and 13
years of latency, respectively].” While the odds ratio are samewhat elevated the Cl were below 1 which
means the conclusion could be due to chance alone. Therefore this data does not rise to the level of
certainty to suppaort a link between exposures to CLCW.

Morgan et al. in a 2002 study, found no increased risk of colon and rectal cancers in California
communities exposed to drinking water contaminated with TCE.

Lipworth et all, in 2011 publication evaluated TCE, PCE and mixed solvent exposures, concluded that
there was “no consistent evidence of increased cancer” with long term exposure to the above chemicals
in aircraft workers.

Hansen et al, in a pooled cohort study published in 2013 study documented no increased risk of colo-
rectal cancer due to exposure to TCE and its metabolites.

References
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Parrillo, Jeffrey M. (VACOQ)
—___——————— —_

From: (b) (6)

Sent: Tuesday, March 31, 2015 5:31 PM

To: (b) (6)

Subject: FW. esophageal cancer discussion of risk factors

Maybe we should do esophageal ca next.

From: OIC)

Sent: Tuesday, March 31, 2015 5:29 PM
To:-mé-

Subject: esophageal cancer discussion of risk factors

b) (6 ..
Hey this is my most reecent take on an esophageal ca case

Discussion of risk factors for esophageal cancer:

PCE: The USDHHS 13th report on carcinogens has ascertained PCE to be 'reasonably

anticipated to be a human carcinogen" based on sufficient evidence from animal

studies (17). In humans esophageal cancer has been suspected to be linked to PCE

exposure, but studies have been unclear, confounding by smoking and other chemical exposure could not
be ruled out, and the case numbers in the cohort studies were small (17). |am not

aware of any studies definitively linking PCE exposure to esophageal cancer at

the low levels of exposure measured at CL.

TCE: The USDHHS 13th report on carcinogens has ascertained TCE to be 'reasonably
anticipated to be a human carcinogen" based on sufficient evidence from animal
studies and also from evidence in human studies {17). However, | am not aware of
any studies definitively linking TCE exposure to esophageal cancer at the low

levels found in CL.

Vinyl chloride and benzene: Vinyl chloride and benzene exposure have not been

linked to adenocarcinoma of the esophagus to

my knowledge. Cigarette smoking is a significant source of benzene exposure.

(17) I am not aware of any community studies definitively linking benzene or vinyl chloride
exposure to esophageal cancer at the low levels found in CL.

Community/drinking water studies: There are no known community or drinking-water
studies which have definitively implicated exposure to CLCW solvents and

esophageal cancer to my knowledge. The Bove et al study evaluated CL civilians

with an average employment on base of 2.5 years (18 ). They found no association
with CL employment and death from esophageal cancer (Hazard ratio was 0.58 (the
death rate was higher in unexposed Camp Pendleton employees than CL exposed
employees). However, the Bove et al study of CL marines with an average exposure

of 18 months found a nonstatistically significant increase in esophageal cancer
(hazard ratio 1.43 with 95% Cl of 0.85-2.38). The interpretation is somewhat

unclear as the there is a chance these findings could be due to chance alone,

1



smoking, alcohol and obesity data were not available in these studies, and no dose-response
relationship was identified {20).

Occupational data: While the occupational data has been somewhat conflicting, no

studies

have found a definitive association between occupational solvent exposure of the

type found at CL and esophageal cancer (2,3,4). Reference a large

case-control study which found no evidence of an association between esophageal

cancer risk and exposure to chlorinated solvents (3), which studied high

occupational exposure (5 years or more working directly with solvents) in general

much higher exposures and longer duration than this veteran was working there,

and much higher doses than the levels measured in Camp LeJeune (5). Mast

occupational studies of perchlorethylene (PCE)such as in dry cleaners and

esophageal cancer risk are hampered by inability to control for other risk

factors such as smoking/drinking. Calvert et al {21) found elevated risks of esophageal cancer in dry cleaners. They
found esophageal cancer risk was highest among those employed in

a PCE-using shop for 5 years with 20 years’ latency since first such employment (SMR was , 2.16 (0.85to 4.54) for<5
years exposure and < 20 years latency but was 4.78 (2.68 to 7.91) with > 5 years exposure and > 20 years latency). The
authors cite a lack of information about smoking and drinking as a weakness of these evaluations as smoking was found
to be more prevalent in PCE-exposed workers.

Non-CLCW risk factors: In contrast to the scmewhat conflicting data from solvent

studies, smoking has been determined to be a well defined risk factor for

adenocarcinoma and squamous cell carcinoma of the esophagus (13-16, 19). A mechanism has been established;
tobacco condensates, particularly nitrosamines, have been found to come in

contact with the esophageal mucosa in smokers. Epidemiologic studies have found a

direct correlation between the amount smoked and the risk of esophageal

adenocarcinoma (19).

Summary:

HEHHH R A R HRH B HER R HE
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Parrillo, Jeffrex M. (VACO)
== ]

From: (b) (6)

Sent: Thursday, April 02, 2015 4:15 PM

To: (b) (6)

Subject: FW: for action - VHA/VBA - Sen Burr - lejuene clinical guidelines update and
grant/denial rates

Attachments: talking points updated.docx

Does this sound ok to you?

From: (b) (6)
Sent: Thursday, April 02, 2015 4:14 PM
To: 6 §  ®® B (b)(6) (b) (6)

(b) (
(] (b) (6)
Subject: RE: for action - VHA/VBA - Sen Burr - lejuene clinical guidelines update and grant/denial rates

Is this what they want? Is this too much detailed information to give them? The pracess | discuss has just gotten
underway.

From: [K(XC)

Sent: Thursday, April 02, 2015 3:57 PM

To: o) (6)(b) © 4 (b) (6) (b)(6) 1 (b)(6)

Cc:

Subject: RE: for action - VHA/VBA - Sen Burr - lejuene clinical guidelines update and grant/denial rates
Importance: High

All,
10NC has come back needing the following to be addressed in the last response (#4) in order to clear our submission:

Issues to address:
1. Articulate initial education plan or core topics covered rather than “trainings”
2. Literature searches sound haphazard.
3. Use citations.

Please provide by 9am tomaorrow morning.

Thank you,

(b) (6)

Office of Disability and Medical Assessments {10NC8)




Department of Veterans Affairs
810 Vermont Ave., NW, Ofc 971
Washington, DC 20420

(b) (6)

Fax: IZOZE 405-5168

Confidentiality Note: The information contained n this e-mail is priviieged and confidential information intended only for the person or persons to which it is
addressed, and may be protected from disclosure. Dissemination, distribution, forwarding or copying of this e-mail message. or the information herein by anyone
other than the intended recipient is strictly prohibited. If you have received this e-mail in error, please notify the sender by reply e-mail, and destroy the original
message and all copies.

o (b) (6)
nt

April 02, 2015 12:25 PM

il IOIGEE EOIC)

Subject: FW: for action - VHA/VBA - Sen Burr - lejuene clinical guidelines update and grant/denial rates

From: (b) (6)

Selm 02, 2015 12:24 PM
To:

Cc: VHA 10NC8 Action; VHA CO 10NC Front Office HSSs
Subject: RE: for action - VHA/VBA - Sen Burr - lejuene clinical guidelines update and grant/denial rates

10NC8 submits the attached talking points.

(b) (6)

Office of Disability and Medical Assessments (10NC8)
Department of Veterans Affairs
810 Vermont Ave., NW, Ofc 971

Washinitoni DC 20420

Fax:  (202) 495-5168

(b) (6)

Confidentiality Notg: The information contained in this e-mail is privileged and confidential information intended only for the person or persons to which it is
addressed, and may be protected fram disclosure. Dissemination, distribution, forwarding or copying of this e-mail message, or the information herein by anyone
other than the intended recipient is strictly prohibited. H you have received this e-mail in error, please notify the sender by reply e-mail, and destroy the original
message and all copies.

From: (b) (6)

Sent: Tuesday, March 31, 2015 11:40 AM

To: VHA 10NC8 Action

Cc: VHA CO 10NC Action; VHA CO 10N Front Office

Subject: FW: for action - VHA/VBA - Sen Burr - lejuene clinical guidelines update and grant/denial rates

Good Marning 10NCS,



Please submit the request below to the VHA CO 10NC Front Office HSSs mail group by Noon Thursday April 2,
2015 to allow time for clearance and submission to 10B3 by their deadline. Thank you.

Best regards,

(b) (6)

524 oo IONE

From: (b) (6)

Sent: Tuesday, March 31, 2015 11:07 AM

To: VHA 10N Action; VHA 10NC8 Action

Subject: FW: for action - VHA/VBA - Sen Burr - lejuene dlinical guidelines update and grant/denial rates

Good Morning,

Senators Burr (NC) and Nelson (FL} have requested a briefing to discuss the item noted below. Please provide SME(s},
talking points and available dates/times (next week if possible) to 10B3 by 4pm Thursday, April 2. The staff prefer to
accomplish this on Friday April 10™ if possible..

a. Please update us on the analytical and deliberative process utilized by VHA Occupational Health
Subject Matter Experts when they assess disability claims from veterans seeking a service
connected rating for exposure to the known and possible human carcinogens in the base water
supply while serving at Camp Lejeune between 1953-1987. We are particularly interested in the
quantitative methodology within these SME assessments and how VA ensures SMEs are not
approaching any claim with a predetermined or unsubstantiated bias and how VA is ensuring its
SMEs are trained on the most up to date, valid science, to include CDC-ATSDR reports.

Thank you,

(b) (6)

(b) (6) b®® I (b)®6)

Subject [EXTERNAL] RE: Follow Up Notes from Joint Briefing/Discussion with ATSDR and VA on Camp Lejeune Scientific
Studies

Following up on some items of ongoing interest regarding Lejeune. Recently, IOM released a report on
Le;eune and the 15 conditions in the law. IOM made specific recommendations for VA to review and
implement as necessary. _and I would like to get an update on the process that VA will follow
to review the IOM’s recommendations and if a working group has been formed at VA to conduct the review of
this specific IOM reportand | are also interested in receiving, as part of that briefing, information on
the analytical and deliberative process utilized by VHA Occupational Health Subject Matter Experts when they
assess disability claims from veterans seeking a service connected rating for exposure to the known and
possible human carcinogens in the base water supply while serving at Camp Lejeune between 1953-1987. We
are particularly interested in the quantitative methodology within these SME assessments and how VA
ensures SMEs are not approaching any claim with a predetermined or unsubstantiated bias and how VA is
ensuring its SMEs are trained on the most up to date, valid science, to include CDC-ATSDR reports. Lastly, we
request, as part of this briefing, an update on the most recent status of cumulative disability claim grants and
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denials data out of the Louisville VARO for the Lejeune population, broken down by health condition (VA has
provided this report previously in a spreadsheet format)

Given the upcoming recess, it would be ideal if we could receive the briefing on Friday, April 10 in the late
morning or afternoon. Please let us know if you need anything more from us in preparation for the briefing.

(b) (6)

National Security and Veterans' Affairs
Office of Senator Richard Burr (R-NC)
217 Russell Senate Office Building

Washinféon, DC 20510

202-228-2981 Fax

(b) (6)

o (06
Sent: Monday, March 09, 2015 10:12 AM

(b) (6) - (b) (6)
- (b) (6)

Subject: RE: Follow Up Notes from Joint Briefing/Discussion with ATSDR and VA on Camp Lejeune Scientific Studies
Please see below for the Department’s responses. All questions, except for 6, were responded to by VHA.

Question 1: VA and ATSDR will designate a point person for the interagency communications on the
ATSDR studies and inputs for VA'’s utilization. In the opinion of Congressional Staff, this should be an
SES-level person and of equivalent ranks on both sides. .misaid he would be willing to fulfill
that role for ATSDR. Please advise from VA’s side who of an equivalent rank will be designated from
VA.

Response: (b) (6) Office of Public Health is designated as the

point person for interagency communications with ATSDR

Question 3: ATSDR stated that the three studies cited by VBA Occupational Health SME'’s (studies
by Christensen, Hansen, and Zhao) were of limited utility. They recommended SMEs refer to the
National Toxicology Program profile on TCE, as well as IARC and EPA literature for the most current
scientific analysis of TCE and other known and probable carcinogens in the Camp Lejeune water
system. EPA designated TCE a “known human carcinogen” in 2013. Could you please explain the
range of info that the SME’s use?

Response: VHA appreciates ATSDR's recommendations for background medical literature and
looks forward to continuing this dialogue. The recommendation to refer SMEs to the summary



documents mentioned above is a good one. VHA will ensure these documents are disseminated to
examiners.

In order to provide the most comprehensive evaluation of each case for Veterans, VHA often needs
specific details from the medical literature. The above summary documents are enormously useful to
this end but may not always provide the study detail needed for completing opinions. VHA often
needs to evaluate the relevance of specific medical literature to the individual needs of Camp Lejeune
Marines in order to draw conclusions about each case.

Most available studies in the medical literature by themselves as single entities are of limited use for
the specific purpose of evaluating these cases. Applicability to the Camp Lejeune water
contamination situation is often not perfect. For example, the majority of studies available in the
medical literature for related solvents are performed in occupational rather than water-contamination
settings. (The applicability of these studies depends on the specifics of each study.) Despite
limitations in comparison, VHA considers these studies listed, and many others to which are referred,
to be relevant to the task. It is because of individual study limitations and at times unclear study
relevance that many articles are used in drawing conclusions.

Of note: The National Toxicology Program profile mentioned in the question considers the Zhao 2005
study to be of “high” utility and the Hansen 2013 study to be of “moderate” utility. The Christensen
2013 article was considered of “low/moderate utility.”

With regard to the range of information that SMEs use, there is no identified limitation of information
available in the medical literature. Most commonly information is obtained from: peer-reviewed
journals, Meta-analyses, monographs, position statements, governmental organizations, educational
institutions, and data bases such as Up-to-Date.

Question 4: Why are Occupational Health SMEs reading scientific abstracts to form the basis of
their understanding for input on Lejeune disability claims? "This labor intensive approach appears to
be an onerous and tedious means of staying current on the available science

Response: VHA understands this question to be asking why VHA refers to specific scientific studies
in the medical literature rather than obtaining information and staying current on the science from
Monographs or summaries.

As noted in the previous question, SMEs may need more data than is availabie in a monaograph or a
summary, or even a Meta-analysis. A summary document is an excellent place to start and at times
may be sufficient. However, each Camp Lejeune case is different and requires a different amount of
detail and research. Though it may be “onerous and tedious” at times, it is important to be aware of
published scientific articles that relate to the exposures at CLCW in order to incorporate the most
updated science in our opinions. Some of these may be more recently published than the summary
documents. The goal is to provide the best and most scientifically-sound medical opinions.

Question 5: There was also some discussion regarding the preponderance of findings from “meta-
analysis”, which one VBA SME stated in a VBA denial letter in 2014 was not conclusive based on
their review of “virtually every review” of cohort studies and meta-analysis over two decades
established there is “no causal association between occupational exposure to TCE and cancer”.
Given that ATSDR emphatically stated TCE is known to cause kidney cancer, there appears to be
some gap in understanding of the prevailing science on the part of at least one VBA SME, perhaps
others.

Response: VHA agrees with ATSDR and recognizes that TCE is a potential human

carcinogen. VHA cannot speak specifically to any case from which the above statement may have
been extracted; however VHA will ensure that all SMEs are aware of this. Meta-analyses are helpful
summaries that provide increased statistical power due to larger numbers of cases. There is utility in
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reviewing these articles, but we recognize that reviewing such studies does not indicate that all
available information has been reviewed.

Question 6: The acknowledged disparities and errors in data captured on Male and Female Breast
Cancer grants and denials at the Louisville VARO was discussed. Last month, VBA told ATSDR CAP
that errors had been uncovered and corrected the record. How did these errors occur and will VBA
now be taking a close look at the data on all the grants and denials for other conditions to identify any
other problems?

Response: (VBA)During the ATSDR Community Assistance Panel (CAP) quarterly meeting in
January 2015, VBA gave a summary of the findings of a review of completed male and female breast
cancer claims that had been requested by the CAP. These claims were identified by searching VBA's
database using a unique four digit diagnostic code in VA’s Schedule for Rating Disabilities. The
search resulted in 117 claims filed by male Veterans and 89 by female Veterans. However, when
reviewing the files, it was determined that only 47 of the male Veterans had breast cancer, and 73 of
the female Veterans had breast cancer. The other claims were found to have various diagnoses such
as gynecomastia, breast lumps, fibrocystic disease, etc. There were also claims denied because
there was no evidence of service at Camp Lejeune, or the Veteran did not serve during the period of
water contamination.

At no time was it stated that errors in the processing of these claims were discovered. No errors were
discovered during this review. During the last two fiscal years, VBA's internal quality review process
identified one error in FY 2013 and no errors in FY 2014 in Camp Lejeune claims that have been
decided.

Question 7: Congressional Staff brought the VHA Public Health website on Camp Lejeune to
NCI attention. One segment of that site contains a narrative that seems to rely upon or

emphasize the “outdated” (ATSDR'’s characterization) National Research Council (NRC) 2009

literature review (not a scientific study). The specific wording from the site is as follows (segments

highlighted to specify outdated or inaccurate information as of 2015) —

a. Are we working on updating the website? Can we provide a timeline that it will be updated?

Response: Following the ATSDR/VA discussion, the Office of Public Health updated the referenced
portion of our Public Health website http://www.publichealth.va.gov/exposures/camp-

lejeunc/research.asp. VHA is confident that this update addresses the concerns brought forward. In
particular the commentary on the 2009 NRC study has been reduced. VHA also provided a direct link
to the ATSDR website so readers can access these important ATSDR studies and also view
ATSDR'’s commentary.

Question 8: [JE(KCIMstated after the meeting that changes had been made to this page based
on input from the ASTDR Community Assistance Panel in January 2015. Below is a pasted copy of
the same webpage before changes were made last month. It appears the earlier version contained
more specific wording regarding the studies and that the version above reemphasizes the conclusion
of the NRC review and quotes specifically from that review. Absent are any extracts from ATSDR’s
studies or any information to indicate the NRC review is “outdated” or “overcome” by the ATSDR
studies since 2009.

a. Please advise

Response: Following the ATSDR/VA discussion, the Office of Public Health updated the referenced
portion of our Public Health website hitp://www.publichealth.va.gov/exposures/camp-
lejeunc/research.asp. VHA is confident that this update addresses the concerns brought forward for our
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attention. In particular the commentary on the 2009 NRC study has been reduced. VHA also
provided a direct link to the ATSDR website so readers can access these important ATSDR studies
and also view ATSDR’s commentary.

onday, Februa
X (b) (6)
. (b) (6) (b) ( ;| B (b) (6)
(b) (6) (b) (6) : (b) (6)
Subject: [EXTERNAL] Follow Up Notes from Joint Briefing/Discussion with ATSDR and VA on Camp Lejeune Scientific
Studies

©) ©REI(b) (6)

Sending this before my memory gets sketchy on what was discussed and what
constitutes the various “ways forward” for the oversight and interagency
communication pieces. In order to further greater understanding and awareness
of the value inherent in ATSDR'’s studies to date, the following issues were
discussed. Please let us know how VA and ATSDR will proceed on these various
inputs. For sake of follow up, a response from both agencies/departments by end
of February, at the latest, is desired.

VA and ATSDR will designate a point person for the interagency
communications on the ATSDR studies and inputs for VA’s utilization. In the
opinion of Congressional Staff, this should be an SES-level person and of
equivalent ranks on both sides. said he would be willing to fulfill
that role for ATSDR. Please advise from VA’s side who of an equivalent rank
will be designated from VA.

= (X Windicated he would develop a comprehensive letter, in form of
agency to agency correspondence, detailing the current state of scientific
play and understanding on Lejeune for VA senior leaders to ensure a uniform
understanding going forward. (We would like to ask that our offices be
provided a copy of that letter and also one be sent to the Senate Veterans
Affairs Committee Chairman and Ranking Member.)

ATSDR stated that the three studies cited by VBA Occupational Health SME’s
(studies by Christensen, Hansen, and Zhao) were of limited utility. They
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recommended SMEs refer to the National Toxicology Program profile on TCE,
as well as IARC and EPA literature for the most current scientific analysis of
TCE and other known and probable carcinogens in the Camp Lejeune water
system. EPA designated TCE a “known human carcinogen” in 2013.

- One follow on question for VBA is “Why are Occupational Health SMEs
reading scientific abstracts to form the basis of their understanding for input
on Lejeune disability claims?” This labor intensive approach appears to be an
onerous and tedious means of staying current on the available science.

- There was also some discussion regarding the preponderance of findings
from “meta-analysis”, which one VBA SME stated in a VBA denial letter in
2014 was not conclusive based on their review of “virtually every review” of
cohort studies and meta-analysis over two decades established there is “no
causal association between occupational exposure to TCE and cancer”. Given
that ATSDR emphatically stated TCE is known to cause kidney cancer, there
appears to be some gap in understanding of the prevailing science on the
part of at least one VBA SME, perhaps others.

- The acknowledged disparities and errors in data captured on Male and
Female Breast Cancer grants and denials at the Louisville VARO was
discussed. Last month, VBA told ATSDR CAP that errors had been uncovered
and corrected the record. How did these errors occur and will VBA now be
taking a close look at the data on all the grants and denials for other
conditions to identify any other problems?

- Congressional Staff brought the VHA Public Health website on Camp Lejeune
to Dr. Erickson’s attention. One segment of that site contains a narrative that
seems to rely upon or emphasize the “outdated” (ATSDR’s characterization)
National Research Council (NRC) 2009 literature review {not a scientific
study). The specific wording from the site is as follows (segments highlighted
to specify outdated or inaccurate information as of 2015) -

“Camp Lejeune Research Studies



Drinking-water systems that supplied two areas of housing at Camp Lejeune
were contaminated with industrial chemicals from at least 1953 to 1985. The
contaminated wells were shut down in February 1985. The duration and
intensity of the exposure at Camp Lejeune are unknown. The geographic
extent of contamination by specific chemicals also is unknown. Health
effects from toxic water exposure Studies currently being conducted by The
Agency for Toxic Substances and Disease Registry (ATSDR) may, in the
future, provide scientific information to help evaluate possible service-
connection for health effects or to make policy changes. A study on birth
defects and childhood cancers released by the ATSDR in Dec. 2013 shows
some evidence of an increased risk of neural tube defects, oral clefts, and
childhood hematopoietic cancers (such as leukemia) in children whose
mothers were exposed fo contaminated Camp Lejeune water. The small
number of cases in the study did not allow any firm conclusions to be drawn
as to whether this small increased risk was caused by exposure to
chemicals or occurred by chance. Scientific studies show some evidence of
an increased risk of kidney cancer in workers exposed to high levels of TCE
over many years. High-level benzene exposure is associated with an
increased risk of leukemia. According to the National Research Council
2009 report, Contaminated Water Supplies at Camp Lejeune: "It cannot be
determined reliably whether diseases and disorders experienced b y former
residents and workers at Camp Lejeune are associated with their exposure
to contaminants in the water supply because of data shortcomings and
methodological limitations, and these limitations cannot be overcome with
additional study." - See more at:
http.//www.publichealth.va.gov/exposures/camp-
lejeune/research.aspisthash.4e33Rb86.dpuf “

(NS stated after the meeting that changes had been made to this
page based on input from the ASTDR Community Assistance Panel in January
2015. Below is a pasted copy of the same webpage before changes were
made last month. It appears the earlier version contained more specific
wording regarding the studies and that the version above reemphasizes the
conclusion of the NRC review and quotes specifically from that review.
Absent are any extracts from ATSDR’s studies or any information to indicate
the NRC review is “outdated” or “overcome” by the ATSDR studies since
2009.
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1) Please update us on the analytical and deliberative process utilized by VHA Occupational Health
Subject Matter Experts when they assess disability claims from veterans seeking a service connected
rating for exposure to the known and possible human carcinogens in the base water supply while
serving at Camp Lejeune between 1953-1987.

The SME panel estimates solvent exposure in the most favorable manner for the Veterans requesting
evaluation for claims secondary to Camp Lejeune Contaminated Water (CLCW) exposure. The exposure
evaluation takes into account, ingested and inhaled exposure as well as dermal exposure as appropriate.
The exposure history is evaluated in light of current medical literature including the Agency for Toxic
Substances and Disease Registry (ATSDR) data.

There are no industrial hygiene data available on daily water supply to scientifically analyze the level and
duration of exposure.

Therefore, the SMEs are instructed to review the Veteran’s duration of stay as well as their military
occupation while they were stationed at Camp Lejeune.

2) We are particularly interested in the quantitative methodology within these SME assessments.

The SMEs review the available exposure levels from Camp Lejeune. They review research that has
exposure data; quantitative or qualitative. This is most often occupational exposure data. The SMEs
compare, to the degree possible, exposures in the studies with estimated exposure levels at Camp
Lejeune. They also compare length of stay at Camp Lejeune (CL) with years of exposure in the studies.

Similarly, we can estimate benzene exposure from cigarette smoking and compare that with estimated
benzene exposure from CLCW.

The SMEs can also calculate estimated exposure at CL based on several Veteran-specific factors and
compare that exposure to the EPA RfD (oral reference dose) or other standard toxicology measures.
They can subsequently estimate whether the exposure at CL rises to the level of that thought to cause a
specific endpoint or ill health effect in general.

The SMEs compare odds ratios between risk of a given health effect from CLCW contaminants and risk
of the health effect from a Veteran’s known risk factors. They look at this in conjunction with a
Veteran’s specific information including length of time of exposure.

3) How does the VA ensure SMEs are not approaching any claim with a predetermined or
unsubstantiated bias?

All the selected SMEs are highly experienced professionals who have been directly or indirectly involved
with care and/or assessment of our Veterans at VA Medical Centers. Cases are assigned to SMEs located



throughout the country. They are not sent based on jurisdiction. All SME’s conduct a thorough case
review and provide unbiased opinions.

The SMEs do not have predetermined opinions or decisions on these cases. All SMEs go through the
laborious task of literature review and case research for each claim. There would be no reason for this
extra work if there were a predetermined or other bias.

4) HowisVAis ensu'ring its SMEs are trained on the most up to date, valid science, to include { "Formatted: Font: Bold

CDC-ATSDR reports?

The SMEs have initial in-person trainings as new SMEs where they discuss the body of quality literature
to date. The topics covered at our most recent training were: H istory of Camp Lejeune, Forensic
Medicine Qverview, Toxicological Conseguences of the Major Contaminants, Health Care Law, Decoding
the Service Record.

Conferencecall minutes gre ser Comprehensive

literature reviews and interpretation of such are being developed for the most comman disease end
points. These reviews will have references cited for use in SME reviews. These will be available to all
SMEs.Esnferenca-caliminutasaresentoutforth ho-weresnsbleteattend-the-catk The plan is to
ensure that a literature review/update is performed every 6 months for each condition. When new
pertinent research is found in the interim,~_this will be discussed on our monthly SME copference calls.
Conference call minutes are sent out for those who were unable to attend the call Group-emals-aresent
0 examiners-when-newsciontific information-is discovered—Afew of the more-experienced- SMEs ook
forfiterature-updates-ona-regularbasisin-order-te-keep-the group-current—. The SME leaders and
Physician Assistant Reviewer routinely review the literature for updates. All SMEs are encouraged to do

All SMEs are aware of the Centers for Disease Control and Prevention-ATSDR reports. The Bove study is
being mentioned in the SME reports to ensure that it is reviewed by each SME, They have also read the
Institute on Medicine report, and at this time there s no plan to change the current SME practice.



Parrillo, Jeffrex M. (VACO)

From: (b) (6)

Sent: Wednesday, October 14, 2015 9:52 AM
o () (6)

Subject: FW: Suspense: COB Thursday 15 October Report to SecVA on Camp Lejeune ATSDR
Report and possible presumptions
Attachments: Camp Lejeune VA Task Force Report 10-13-15 Draft.docx; ATSDR summary of the

evidence for Presumption_draft for VA 9.21.15.docx

Importance: High

Categories: Orange Category

Not sure if you got this. What do you think?

e (b) (6)

b (b) (6)
(b) (6) A ; (b) (6)
(b) (6)
Subject: Suspense: COB Thursday 15 October Report to SecVA on Camp Lejeune ATSDR Report and possible
presumptions

Importance: High
(b) (6) and Team:

Thank you for your patience. Please find attached the draft document for your critical review. [ have also attached the
ATSDR document for your reference. | will need your edits by COB on Thursday, 15 October as we have a very tight turn
on this for SecVA.

Unless you think it is REALLY NECESSARY, please DO NOT REPLY ALL, but just send me your edits.

in writing this document I unilaterally added to the membership of the Technical Work Group the following individuals
as [ feel that we will benefit from their participation:

(b) (6)
(b) (6)

(b) (6) We will need a Commo Plan to accompany this effort.

(b) (6) Thanks for already developing the timeline for rules/regulations.

Normally this document would be staffed through the IOM Task Force {USH, USB, etc...) and would be signed by [(JX(E)}
(OPP} prior to being sent to SecVA. We'll need to discuss if we need that step given our short timeline.
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We will also need guidance about whether or not using VAIQ is necessary for formal staffing.
Once this document is nearly finalized, | will work with you all to prepare the necessary ppt slides.

I’'m hoping that OPP will help me with the decision memo that will go to SecVA.

All the best,

(b) (6)

(b) (6)

Office of Public Health
810 Vermont Ave NW (10P3)
Washington, DC 20420

Fax {202) 495-5973
(b) (6)

“Le Grand Schtroumpf”

integrity-Commitment-Advocacy-Respect-Excellence




Parrillo, Jeffrex M. (VACO)

From: (b) (6)

Sent: Monday, April 06, 2015 8:36 AM
To EOIGES

Subject: FW: thyroid

From: (b) (6)

Sent: Saturda§! ﬁiril 04, 2015 2:14 PM
To:

Subject: FW: thyroid

Forwarded;

o SO
Sent: Tue arc , 2015 8:27 AM

To:
Subject: RE: thyroid

Hi (b) (6)

I am experimenting with a new style for my discussion, hitting all the CLCW specific exposures first (including USDHHS
data), then environmental studies (including Bove, even when it doesn’t address the situation), then occ studies, then
non-CLCW risk factors.

Let me know what you think.

%%%6% %% %% %% %% %% % % % %% %% % % %% % %
Thyroid cancer discussion

PCE: The USDHHS 13th report on carcinogens has ascertained PCE to be "reasonably
anticipated to be a human carcinogen" based on sufficient evidence from animai
studies. Animal studies have found evidence of renal tubule tumors in

exposed rats. However, in human epidemiological studies thyroid cancer has not
been definitively linked to low dose PCE

exposure in this or other documents to my knowledge. 1am not aware of

any human studies

definitively linking PCE exposure to thyroid cancer at the low levels found in

CL.

TCE: The USDHHS 13th repart on carcinogens has ascertained TCE to be 'reasonably
anticipated to be a human carcinogen™ based on sufficient evidence from animal
studies and also from evidence in human studies. The IARC has determined TCE

to be a group 1 carcinogen stating there is sufficient evidence finking exposure

with renal cancer. However, evidence with regard to thyroid cancer is
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not addressed in most statements; However, | am not aware of any studies definitively linking
low dose TCE exposure to thyroid cancer at the low levels measured at CL.

Vinyl chloride and benzene: these are both known carcinogens according to the

USDHHS report , but not known to cause thyroid cancer. Low-dose or community Vinyl chloride and benzene exposure
have not been

linked to thyroid cancer to

my knowledge. |am not aware of any studies definitively linking low dase benzene or

vinyi chloride

exposure to thyroid cancer at the low levels found in CL. Benzene exposure is

also found in cigarette smoke. However, some occupational studies suggest that 10 years or more of occupational high
level exposure to benzene may increase the risk for thyroid cancer. See occupational studies below.

Community/drinking water studies: There are no known community or drinking-water

studies which have definitively implicated exposure to CLCW solvents and thyroid

cancer to my knowledge. The Bove et al study evaluated CL civilians with an

average employment on base of 2.5 years (23). Thyroid cancer was not specifically studied. They did study “all cancers”
They found nonstatistically

elevated rates of all cancer in exposed CL cohorts compared to a Camp

Pendleton cohort (Hazard ratio was 1.10 and the 95% confidence interval was

092-1.36). A Bove et al study of CL marines with an

average exposure of 18 months {18) did not study thyroid cancer but found a nonstatistically significant increase in
“soft tissue cancer” {hazard ratio 1.23 with 95% Cl of 0.60-2.64). Since thyroid cancer was not evaluated, no conclusions
can be drawn whether this evidence supports an association between thyroid cancer and residence at CL..

Occupational data:

Thyroid cancer was found to be elevated in studies of female Swedish shoe and leather industry employees {7),
electromagnetic field exposures (8), individuals with certain genetic mutations {6}, radiation exposed workers and
healthcare operations (9). The Aschebrook-Kilfoy metaanalysis of 30 occupational studies found inconsistent evidence
regarding pesticide exposure but otherwise no associations for most professions (9). Wong et al {12) found elevated risk
of thyroid cancer in Chinese warkers with 10 or more years of exposure to benzene (HR 6.43 Cl 1.08-38) and an elevated
rate in workers exposed to “organic or inorganic gases (HR=8.35 €I 1.14-51) and formaldehyde (8.33 CI=1.16-60), but
these findings are preliminary. The author cited few other studies to support this association and need for more studies
to corroborate these findings was recommended.

Leux (4) has summarized the literature regarding risk factors for the role of environmental chemicals causing thyroid
tumors as “ Epidemiological results provide insufficient evidence of a causal link between exposure to environmental
chemicals and thyroid tumors, but raise the hypothesis of an increased risk of thyroid neoplasm for workers in the
leather, wood, and paper industries, and those exposed to certain solvents and pesticides.”

Non-CLCW risk factor analysis:

In contrast to the lack of information linking low dose CLCW exposures to thyroid cancer, studies and a large meta-
anlysis finds that obesity is associated with a significantly increased risk of thyroid cancer {adjusted RR=1.33; 95% Cl,
1.24-1.42; 12=25% (10).

Risk Factors: the proportion of thyroid cancer accounted for hy genetic factors was 53% which is higher than for any
other form of malignancy [2]

-Age between 25 and 65 years old.

-female {3:1 female vs. male)

- exposure to radiation to the head and neck as a child or being exposed to radiation from an atomic bomb. The cancer
may occur as soon as 5 years after exposure.



-Dental xrays (Memon 2010) exposure to dental x-rays was significantly associated with an increased risk of thyroid
cancer (odds ratio = 2.1, 95% confidence interval: 1.4, 3.1) (p=0.001) with a dose-response pattern {p for trend <0.0001)
-history of goiter (enlarged thyroid).

-a family history of thyroid disease or thyroid cancer.

- certain genetic conditions such as familial medullary thyroid cancer (FMTC), multiple endocrine neoplasia type 2A
syndrome, and multiple endocrine neoplasia type 2B syndrome.

8888888888888888888888

Summary; Review of CLCW specific chemical exposure data, occupational data, community study data and information
from animal studies have not found a definitive association between low dose or community exposure to CLCW
solvents at the number of days this veteran was exposed and thyroid cancer. In contrast, he has a well defined non-
CLCW risk factor in his elevated body mass index.
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dei:10.1016/j.pharmthera.2013.08.004.

From: JENGIQ)

Sent: Monday, March 23, 2015 12:16 PM
To: (b) (6
Cc IO

Subject: RE: thyroid

Don’t forget to send. Thanks!

From: (b) (6)
Sent: Friday, March 20, 2015 11:25 AM
To:-&@-

Subject: RE: thyroid
This seems very brief and starts with papillary thyroid ca which is only 1 type.

I just did a thyroid cancer case and did some research on this. Can | send it to you?

(b) (6)

From: (b) (6)

Sent: Th 9, 2015 9:40 AM
To:
Subject: FW: thyroid

GAQican you look at this too?

From: (b) (6)

Sent: Thursday, March 19, 2015 11:43 AM
To: IEROIC I
% () (6)

Subject: thyroid

Here are my comments so far. You have the Bove article listed, but | don’t see where they addressed thyroid cancer in
that study.

(b) (6)




Parrillo, Jeffrey M. (VACO)

(b) (6)

From:

Sent: Monday, April 20, 2015 8:59 AM
") 6) Kb ©)
Subject: prostate

Attachments: CLCW-ProstateCa-2015v1.docx

Ready to post! References fixed. | changed language to remove additional references that are UNWANTED, not
UNUSED.

We can send out an email that prostate and thyroid are done and on the server. Working on lung and multiple myeloma
presently.

b) (6




Name:

SSN:

Date:

Date of Birth:

Sex: male

Dates of military service

Dates of service at Camp Lejeune:

The following report was based on record review.

Reviewer:

Member, Subject Matter Expert Panel
Camp Lejeune Contaminated Water Project
Time Dedicated to this review: 90 Minutes

*********t*************#******#*#*##**************#*****t#*****************#*****
Contention, the veteran claims the following condition as secondary to exposure to CLCW:
Contention 1: Prostate cancer

Diagnosis:

Nexus: The diagnosis above choose an item

Case Specific Discussion:

*******#****************t***********#*#****************#*********