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Fase 19, 2013

Ms. Jennifer B, Pernington
Attorney, Disclosure Unit

(18, Office of Special Counsel
P73 M Street, NW,, Suite 218
Washington, D, 20036-4505

Reé:  OSC File No: DI-12+1808
DearMs. Penningion

Asyouknow this office represents Carolyn Begal (the “whistleblowst” "} in regard 1 the
abovesteferenced matter. Ms, Bogal is in regempt ol your letter of June 13, 2013 which ingluded
agopy of & Supplemental Reports dated Octoberd. 2012 and April 1, 2013 reeeived by OS¢
{rom the Department of Vetergns Affuirs alongwiih sopy of a Congeanit fo Public Release form,

Kindly consider thik correspondence o sonstitule Carelyn Bogal's response 1o those
‘itu apiememal Rep(}ﬂ;s izl additicn, Ms. Bogal engloses berein the signed Consent 1o Pablic
IR0 1o tnglude these wiltien dompnsnte B 16 public Ble.

The VA s Ocwsber 4, 2012 Supplemental Repost purports i set forth Four () Required
Actions-with an Action Plan for each fo enstire gach reguired agtion is carvied out. The
Supplemental Report dated Apeil 1, 2003 purports o set forth status updates on fhs Action Plan
items.

It is noted at the outset that ifem 4 of the October 4, 2012 Agfion Plan z*equired the.
YV ABHS todetermine whether any disciplinary action is warranted againstthe PLinlight f
ORO’s findings. In inaking this determination, the October 4, 2012 Action Plan called for
discussions -am.(}ngsf-’ihe‘Péfg'ﬁzzpwvigor {Chief. Medical Serviges). the Asdsoeiare Chief of
Statf/R&D, the Chief of the Stafl and the Medical Cemer Director. The Action Plan further
galled for these discussions fo-take plage and 4 deeigion made no later than November 30, 2012,

Oddly, a review of the VA'S April 1, 2013 Supplemental Report reveali thut lem 4 of the
Action Plan is never addressed. While progress teports are provided for Tems 143, with specific
teferences ‘iﬁ what had been dope with regpect (o sach at varioys dates going Back 1o October




2012, Item 4 pertaining to discipline against the Pl is completely ignored. The whistleblower
i’mdx this completely unsatisfactory a8 the VABHS has not complied with is own Action Plan

It is.acknowledged that by way of a separate supplement dated December 18, 2012,
Assistant. General Counsel for the VA, Walter A, Hall, provided correspondence to-OSC
indicating that coanseling was decided o be anappropriate response-to-a first offense where the
P¥sactions were siot adjudged 1o be tesearch misconduet, The Digcember 18, 20172 submission
fiadicates that the Chief of Medicine at the Beston VA Health Care Systém reviewed the findings
of the report with the P and the serigusness of the identified deficiericies was discussed. Despite
this December 18, 2012 submission, the whistiéblower finds it odd thatifin fact ihis was {he
action taken in compliance with the Action Plan it was not includediin the April 1, 2013
Supplement. Additionally, the December I8, 2012 correspondenige providesabsolutely no
evidence that this alleged gouriseling was the result of discussicig ametest the PI's Supervisoy
{Chief, Medical Services), the Associate Chief of Stafi/R&D, the Chief of the Siaff snd the
Medical Center Director a9 sequired by thie Agtion Plan.

Mor¢ imporiantly, the whistleblower vehemently disagrees with the VABHS s
determination that ho discipline (beyond perhaps @ simple coumseling was deemed appropriate,
As stated in a prior submission, it fs bevend comprehension o the whistlebloweras to how the:
VA couldreach a determinationthat the PI's actions id sot genstitute research miscondust iy
light of ORO’s specific findings that the P1 did not fulfill all sespunsibilities required of
investigators.in violation of VHA Handbook 120005 § 9(e) aind 9(h). Specifically, QRO found
the Pl to have failed to sufficiently oversee research staff 1o ensure that £8P Protoco! #562 was
implemented in sceordance with the approved profocel.

Specifie fuilures on the part of the P as found by ORO insluded:

1. Having acknowledged Researgh Progress Notes indicatinig that the Un-Blinded
Adverse Event (AEY &sgﬁmm had canducted full bady skin examidbations for research
purpases, the PILdid not identify this practice as a protocal deviation and did not
intervens (o ensule ;"mwwi conmplianee by stady staff

% The Pl didaot éngure that the FBSE was docummented prior to entellment of af least
ohe subject.

3. The P1 did siot enisure adherance to fie protocsls “un-blinding” procedines,

4. The PI did-not ensute that the study drug was preseribed only b ¥ an suthorized
provider,

When pressed by O8C, the VA vonceded on October 3, 2012 that vislatien of VHA nolicies
found in VHA Handbook 1200.05 rose 1 the level of 2 vislation 68 %1 {aw, rise ur regulation.™
Despite specific antd numgrsiis findings that a law, rule orregulation had "’mm violated, the VA



determined that counseling for the PLwas dppropriate. No disgiplisie |
apparently fiever reported b the stite lidesising board.

uid and the PLwag

The VA’s treatmaent of the PI appears ¢ be in divect gontradiction with mandatory
reporting requirements set-forth-under the law, Specifically, Massachusetts Law tequires health

......

.

include, buf aresfiot Himited 4G disciplinary action reports by heslth cars facilities (MG
§8 53B and 203, 243 CMR 2,07 (17 and 3.13}. Quoting frem the Board of Registra
MedicineTs website, “a disgiplinary abtion 1s-defined [iu perfinet pard] as follows:

3, Any of the following actiens or theli sibstantial equivales

. whether voluntary ot
Hiwotsntary

i, A vourse of education, fraining,'counseling. or fonitoring, only if such tourse
drose out gf the filing vf a complaint or the filing of auy other forial chatoes
reflected upoi the licensee’s gompetence fo prastice medicing,

3. It based pnly upen a failyre to complete medical zecords in g timely fashion and/or
failure to performs minor administiative funictions, the action adversely affecting the
licensee ishot a “diséiplinary-action”™ forthe guposes 8 mundatory reporting 1o the
Board, provided that the gdverse setion does not relate direetly or indivectiy 167

& the Hoenses’s competencs o practice medicing, ot

b, acomplaintor allegation regarding any-violation of law orv
whether or not the-complaitit or allegation giles v
regulation.

Bosrd raguldtion,
olationof g speeific aw or

There can be 1o dispute thatas avesult of heractions, ot oy was the PI counseled 45 to
the seriousness of her deficiencies’, but she was alsoplaced info # ¢ourse of education and
monitoring, As set forth in VA's Otober 4, 2012 gubmission, ltem 1 of the Required Actions
twas to audit gach giudy bivolvitig the PILonesa month for 4 period of six moniths, Ifem 2 of the
Required Aclions consisted of the tmplemenfatian of o new educational progs

1t §s the whistieblower’s contention that the PI*s deficiencies go directly 1o the sueefher gompetencefo practicy
medicine.. Even if they do not, the whistleblower contends that the VA was sl required 1o feport them'to the
licensing board under section: 5 as the scton takenagainst her by the VA was the result 6f 4 Gomplaint invalving not
only @ violation of VA policy but alsoa cundeiled violation of Taw, vile or regatation.



topics pertaining to-regulatory requiements associated with the ¢onduct o' dnig studies/clinical
trials. Underthis program the P1was tequired to submit seekly lab fneetings #id 1o pr Owdc
minutes of those ineetingsito the IRD and R&DC, The dudits swers 10 he ¢
to-the IRB and the R&DC fordsputand determinationy about the need for me
P1'sanctions asapplicable.

fications an éi;/or‘-

Despite the PI beinig placad into Bl & courge of edieation and monitoy
the VA conceding 6n October 3, 2012 that not only did the actions of the P eot
of VHA policies found in VHA Handbook 1200.05 buts
“law, rule or regulation™, forreasons unexpla
slate Jicensing board @ reguired,

and despite

ute-a viglation
W rose o the level of @i j
the VA ¢hose aottotepert this ﬁ’léﬁ@fi’ o £

The ViA"s treatmient of the Pl also Hes in stark contrast $o¢its treatmient of the
whistleblower, As conveved o OSCin her November 14, 20172 submission, subsequent to the
whistleblower’s contacting the national coordinator.of the study to-report her concerns about
protocol violations with fespect o the htitial ¢kinexams, both the PLand Chief of Medicine
guestioned her clinical competence: This inchided allegationss that the ‘whistieblower had failed
to-properly identify the presence ofiskin cancers during skin gxams performed in herclinical
practice (1.e. outside the-study). The whistleblower received @ series of communications from
the VA inlate 201 L into eafly 2012 alleging clinfcal incompetenée and threatened ofthe
patential feporting of the matter 1o the state licensing board. The whistleblowsr beligves this
sudden-questioning of her ¢linical competence inlate: 2011 o be retali ory i lght'of her sarlier
eomplaints to the national coordingtor, espucially w ¢ considers that the alleged evenis at
igsuedated back 10.2010 and garly 2011 andthe whisdeblower had not even worked for the VA
since going out gn.disability inthe sprisig 612011,

Despite raising goncerns as 1o the whistleblower™s dlinical competence is late 2011, and
;despiterthe VA fast commmunicating with the whistleblower about thews in-early February, 2012t
“wis notuntil Octeber 2, 2012 that the VA dpok action # feport the matierto the Massachusetts

Board of Registration in Nursing? The tetaliatory natare of the VA's actions is again inferred a3
areview of the record in thismattershows that it was on April 4, 2012 that OST contacted the
VA regarding this matter, that the VA, through its RO, spent the better part &fthe summer
conducting an investigation ifito the whistleblower's complaiiit expending an enotmous amotint
of time and effort, and that it was %’:m%}f aller OSC questioned OROs findings and requested
further mfmmatmn on Beptember 12, 2012, which ultimately forged the VA 1o concedethat
violation of laws, sales and ICLlﬁdHC"E% bad oceurred, that i%w VA nitiated its mmpéamt against
the whistleblowervith the state licensinig board, The whis gr{inds go irony inthe fact
that the:VA"s complaint to-the Board of Registration in ¥4 dated Dctober 2, 2012, vae
day prior to its October3, 2012 Supplement Report fo: (38U conceding a wiolation of law, rilesoy
feguiations.

Acreview of the entire record in this matter leads one o conivlude that thie decisien not 1o
1gsue distiphine fothe Pl appears tobo o direct oifshout of the VA s beliel that despite the PI'g

! Thewhistleblower was notaware of this geporting untibearly February 20153 when sheyiceived notlee of 1 Soii
the Healtheare Investigator assigned 1o the faatter, The'mater is currently under’ msua} investigation Siwl v
determination has beennadeds iy whether gy action ol the VA% comiplaint will be faken,



shortcomings, her actions were not considered 1o be research miscondugt and did not impact the
scientific data orresults. In fact, as one 6f"its major findings, ORO determined that its Focused
For-Cause Review did not suggest that the scientific data o results obtained in Q8P Protocol
#562 at VABHS were inaccurately represented. As such, ORO determined that despite protocol
itregularities having been found. there was 1o siistantial and specific danger to pablic health,

By way of thissubmission. the whistleblower, as she did 1o detail is her November 2612
submission, again calls attention {6 this determination by ORO. The reason the whistleblowey
¢alls.atfention to this matter ¥ because inorder for that 1o be an aceurate statement, the
determination must have been reached by ORO that despite the PI having had the whistleblower
¢onduct many of the initial skin examinations in viglation of the protocol, the same results were
obtained as if the Pl had done them herself asishe wias requized. In other words, DRO, based 61
the information it received during ifs investigation, miiist have bees fully satisfied with the
whistleblower™g gbility to conduct gkingxams.

With this being the gase, the whistleblower would again like'to know whether or not
those individuals identified as being intefviewed by ORO disclosed to ORO that both the PI aa6d
Chief of Medicine have since raised concerns about the whistleblower’s clinical competence
{specifically herability to properly identify the presence of'skin cancers during skin exams)
during the same time period as thisclinical study, The VA's alleged concern overthe
whistleblower’s clinical competence was so great that it repeatedly threatened to repoit this

alleged clinical incompetence 1o the state licensing board and eventually did so in late 2012,
While againthe whistleblower vehemently denies allegations that she was clinically incompetent
atany tme, based onthe allegations raised by the Pl and the Chiefe¥ Medicine in those
¢ommumcations from 2011 and vesulting in a report to the state Hesfising board in late 20172, the
whistleblower wonders whether the PI and Chief of Medicine disclosed these concernsto GRO
during their interviews. {ertainly this informationwould be relevant to a determination of
whether or not the actions of the P1in sllowing the whistleblower {6 perform initial skin
-examinations in wolation of the protocol had any impact on the sogurate fepresentation of
geientitic data affesults abtained,

ORO"s report containg ro infermation thatthe ¥l or Chielof Medicine affered up
informationtabout their concerns (o lack thereof) Wwith respect to the whistieblower’s clinical
competence. Was this information purposely withheld from ORO by the Pl and Chief of
Medicine in-orderto bring about a determination that there wissno-fmpact on results” Was this
information provided to ORO 'but for some reason held out of (RO report? Did the Pland/or
Chief of Medicing inform QRO that they hiad no: conperns about the whistleblower's eligical
gompetence?

Unless ORGrwas complicitin a greater cover i, irwould only seem reasonable that had
the Pl.and/or Chief of Medicine shared information with them that fhere was concern over the
whistleblower s ability to conduet skinexams. this information would have appeared in ORO’s
report, The factthat no such information gppears in OR(Os feport suggests that none of the key
personnet identified as being interviewed expressed such a.goncern, This failure {0 express such
a-concern can be-geern as the product of onig of two possibilies ~ 1) Neither the PI orthe Chief
of Medicine was tuly dorcorned shout the whistiehlowers aliifity by vonduds skin exmms atd




their allegations and threats against fhe whistleblower which are playing out in andther forim s
unfounded and retaliatory i hature: or 23 The PI, Chief of Medicine ;ﬁid gther key personnel
identified as having been interviewed by ORO purpoiiely withheld this informuation from ORO &
order 1 shape the outcome of ORG s investigation.

Before-this niutter & closed by O5C, the wistleblower rongly urges i to minke further
frigiiny into these miliery,

Very truly yours,
A

Marg I iﬁw

MIL/mijl
Ene.
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