OFFICE OF SPECIAL MASTERS
No. 03-2787V

(Filed: September 13, 2005)
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STEPHANIE HIDALGO, asthe Mother *
and representative of the estate of ADAM *

CADE HIDALGO, *
*

Petitioner, *

*

V. *

SECRETARY OF THE DEPARTMENT *
OF HEALTH AND HUMAN SERVICES, *

Respondent. *

*x * * % % % * * * % *x *x * * *

ORDER!

On 12 September 2005, Petitioner filed a Response to an Order to Show Cause issued by this
Court concerning a supplementa expert report requested in the above captioned case.

In an Order dated 13 April 2005, after findly receiving a report from Dr. John J. Shane, a
pathologi<t, the Court requested that Petitioner add some flesh to the report, namely that Dr. Shanefilea
supplementd report providing a“logica sequence of cause and effect” that connects the vaccination(s) to
theinjuriesaleged. The Court did not think the Order particularly onerous and gave Petitioner through 19
May 2005 to file the supplemental report and granted numerous extensions theresfter. Finaly, on 29
August 2005, the Court set afind deadling, sating that Petitioner shdl file the supplementa expert report
by close of business on 12 September 2005 or be dismissed for failure to prosecute.

1 Because this order contains a reasoned explanation for the special master's action in this case, the special
master intends to post this order on the United States Court of Federal Claims's website, in accordance with the
E-Government Act of 2002, Pub. L. No. 107-347, 116 Stat. 2899, 2913 (Dec. 17, 2002). Therefore, as provided by
Vaccine Rule 18(b), each party has 14 days within which to request redaction “ of any information furnished by that
party (1) that is trade secret or commercial or financial information and is privileged or confidential, or (2) that are
medical files and similar files the disclosure of which would constitute a clearly unwarranted invasion of privacy.”
Vaccine Rule 18(h). Otherwise, “the entire decision” will be available to the public. 1d.



Thereport wasnot filed. Instead, Petitioner filed a response requesting a further extension and a
clarification of the gpecia magter's request in light of the recent decision passed down from the Federa
Circuit in Althen v. Secretary of HHS, 2005 WL 1793399, dip op. (Fed. Cir. July 29, 2005).

InCausation-in-fact casessuchasthis, where the injury isnot one recognized by the VVaccine Injury
Table, the Federa Circuit in Althenrecently stated that Petitioner's burdenisto prove by a preponderance
of the evidence (more probably than not) that the vaccing(s) in question caused the injury aleged by
showing: "(1) amedica theory causdly connecting the vaccination and the injury; (2) alogica sequence
of cause and effect showing that the vaccination was the reason for the injury; and (3) a showing of a
proximatetemporal relationship betweenvaccinationand injury.” Althen, dip op. at *5. Moreover,Althen
further recognized that "requiring that the clamant provide proof of medica plausbility, a medicaly
acceptable temporal rdationship between the vaccination and the onset of the aleged injury, and the
elimination of other causes—is merely arecitation of this court’swell established precedent.” a *10.

Intoto, Althendoes not represent a sea change inthe way this particular special master addresses
Causation-in-fact. TheFederd Circuitin Althenhdd that adamant cannot berequiredto provide medica
literature. Althen dip op. at *8. Thisgpecid master doesnot require that petitioners submit peer reviewed
literature in support of their theory as a prerequidte for proving causation. Ingtead, this Court has long
recognized that the plausibility of amedica theory can be bolstered in any number of ways including, but
certainly not limited to (1) evidencethat at least a sufficient minority inthe medical community has accepted
the theory as to render it credible; (2) epidemiologica studies and an expert’s experience, while not
dispositive, lend Sgnificant credenceto the daim of plausibility; (3) articles published in respected medica
journds, which have been subjected to peer review, are dso persuasive; however, publication “does not
necessaily correlate withrdiability,” because “in some ingtances wel l-grounded but innovetive theories will
not have beenpublished.” Daubert v. Merrdl Dow Pharmaceuticals, Inc., 509 U.S. 579, 593-94 (1993).
Even so, petitioners are often encouraged to submit such literature where available in order to meet their
burden of proof — that the vaccine in question more likely than not caused the injury aleged.

Dr. Shane is an expert in pathology. He asserts, unless the Court is mistaken, that an
encephaopathic event appears to have dedt a blow to Adam's central nervous system that resulted in
pulmonary edema whichresulted indegth. Petitioner’ sExhibit (“Pet. Ex.”) 11. Dr. Shanesays, "Thetiming
of this event as rdates to the administration; the unexplained shaking on the evening before his degth; and
his degth 24 hours after the immunization clinicaly corrdate with the pathologicd findings to confirm a
diagnossof vaccinere ated encepha opathy with central nervous systemmediated pulmonaryedema.” Pet.
Ex. 11 at 3.

Petitioner states that "the medical theory that vaccines can cause encephaopathy is nothing new
tothis programand hasbeen stated many timesbefore.” Petitioner's Response to the Order to Show Cause
a 3.



While it has been stated many times before, Petitioner’s specific medicd theory — that these
vaccing(s) in particular caused the encepha opathy aleged —isfar fromproven. To hold otherwise would
be to afford Petitioner’s a presumption of causation alowed only in Table Injury clams.

The Vaccine Injury Table recognizes that an “acute encepha opathy” may occur within 72 hours
of avaccine containing pertussis. 42 C.F.R. 8 100.3. Petitioner is not arguing that Adam suffered an
"acute encephaopathy” as defined by the Quadlification and Aids to Interpretation that accompany the
Vaccine Injury Table. Instead, Petitioner isasserting that a combinations of vaccinations caused an
afebrile encephal opathic event that resulted in the death of a six month old baby.

Petitioner must convince the Court that her theory is plausble and must diminae any dternative
cause(s) identified in the medical records.

According to the reasoning in Althen, a petitioner may not be required to proffer epidemiologica
dudies or corroborating medicd literature. And, for the reasons previoudy stated, this Court agrees.
However, while Petitioner is not required to submit such evidence, sheis given every opportunity and is
encouraged to do s0 as such evidence goes to the plaughility of the medical theory and the weight to be
afforded an expert’ s testimony.

Petitioner appears to be arguing that she need put forth nothing more than medica records or a
medica opinion. Certainly it is clear from the language of the Act that, at the very least, medical records
or amedica opinion must accompany a petition in order for a specid master to find on the clamant's
behdf. In fact, aspecia master could not so find “ based on the daims of petitioner alone, unsubstantiated
by medical recordsor by medica opinion.” 13(a)(1) (emphasisadded). However, the Act goesonto say
that the special master "shall consider, in addition to dl other relevant medicd and scientific evidence
contained in the record— (A) any diagnosis, conclusion, medical judgment, or autopsy or coroner's report
which is contained in the record regarding the nature, causation, and aggravation of the petitioner'sillness,
disability, injury, condition, or death, and (B) the results of any diagnogtic or evaudive test which are
contained in the record and the summariesand conclusons” 13(b)(1) (emphasis added). Moreover, the
gpecial master isto accord each itemits proper weght based upon consderations of “the entire record
and the course of theinjury.” 1d (emphasis added). Therefore, medica recordsand/or amedica opinion
are only one part of the entire record that a special master must consider.

In this particular case, the medica records provided and Dr. Shan€'s report raise significant
questions as to the plausibility of Petitioner's theory.

Firgt of dl, whichvaccination(s) caused the injury? Or does Petitioner alegethat all three worked
insome combinationto cause the aleged encepha opathy? On the day of vaccination, Adam was seen for
cough, congestion, and arunny nose. Pet. EX. 11 a 1. Has Petitioner adequately accounted for this
potentia aternate cause for the dleged encephaopathy as identified in the medical records? Granted,
Petitioner must by no means diminate every possible dternate cause, but where there is evidence in the
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medica records of apossible alternate cause, that must be addressed, and Petitioner bears the burden of
proof.

Furthermore, the Court questions whether there existsany evidenceinthe record — asidefromDr.
Shane's asseverations —whichindicatesthat DTaP, Prevnar, or Hib can cause an afebrile encephal opathic
event within 24 hours of vaccingtion.

Moreover, the Court questions whether Dr. Shane, as a pathologist and not apediatric neurologist,
is best suited (or qudified at dl) to opine as to whether the encepha opathy aleged was vaccine-related.

For argument sake, let us assume that Dr. Shane isright — as he very well may be— that according
to hisexpert pathologica opinion, an encephaopathy created serious damage to Adam’ s central nervous
systeminduding "neurond degeneration, gliods, and severe cerebra edema’ whichthenledto "severe and
extengve pulmonary edema.” Pet. Ex. 11 a 2. Even 0, that does not prove that the vaccination(s) were
responsible for the encephal opathy.

Petitioner may argue that, given tempora proximity and a lack of dternative causes, the
vaccinaions more likely than not caused the aleged encephaopathy. However, that argument essentid
boilsdownto a post hoc ergo propter hoc assertionwhichis*“neither good logic nor good law.” Erianco
v. Secretary of HHS, 22 Cl. Ct. 796, 800 (1991). Neither tempora proximity nor albsence of dternate
etiology by themsdlves or in tandem satisfy petitioner’ s burden of proof.

Furthermore, when the Court taks about tempora proximity, it is taking about “a medicdly
acceptable tempora relaionship” between the vaccination and theinjury. Althenat *10. Therefore, the
Court asks, what proof does Petitioner proffer that the injury aleged, an afebrile encephadopathic event
resulting in Adam’ s deathwithin24 hoursof the vaccination(s), occurred withinamedicaly acceptable time
frame?

Fndly, the Federa Circuit in Althenappearsto indicatethat the process of establishing cauisation-
infact under the Vaccine Act has become increesingly and unnecessarily complicated. Therefore, this
Court recommendsareturnto the basics, which includes asking and answering elementary questions such
as. How do you know? Says who? and How do they know?

The Court hopesthis acts by way of clarification for Petitioner. If anything has been missed or if
Petitioner’ s counsd has any further questions or disagrees entirdly with certain points of this Order, the
Court encouragesfurther didogue inthe argumentetive briefs that will undoubtedly follow inthiscase. The
goplication of the law has been described as a diadogue, and the Court appreciates the substantial
contribution of Petitioner’s counsel in the conversation concerning the gppropriate interpretation of the
Vaccine Act.

Asfor the above captioned case, it isapparent to the Court that Dr. Shane may not be best suited
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to opine as to the underlying questions of causation surrounding the case. He has offered his medicd
opinion as an expert in pathology, that an encephal opathy (as opposed to SIDS or some other etiology)
was the root cause of Adam'’s death. If Petitioner fedls that Dr. Shane is qualified to opine as to the
questions raised in this Order, she may continue to seek a supplementa report from him. Otherwise, she
may wish to pursue an opinion from a neurologist or some other qudified expert that the vaccinations in
guestion caused the encephal opathy indicated by Dr. Shane. The Court assumesthat Respondent will most
likely take umbrage both with Dr. Shane's pathological report and with the underlying theory that the
vaccindionsin question caused such aninjury.

Asit presently stands, were the Court asked to rule onthe record as presented, it could not find,
based on the record as awhole including Dr. Shan€e' s report, that Adam’ sdeathwas morelikdy thannot
attributed to the vaccineg(s) administered.

Itiswell established precedent every petitioner must “show amedica theory causdly connecting
the vaccination and the injury. Causation in fact requires proof of alogica sequence of cause and effect
showing that the vaccination was the reason for theinjury. A reputable medica or scientific explanation
must support thislogical sequence of cause and effect.” Grant v. Secretary of HHS, 956 F.2d 1144, 1148
(Fed. Cir. 1992). Therefore, inorder to prevail, Petitioner must provide a plausible medicaly theory that
connects, viaalogica sequence of cause and effect, the vaccing(s) in question with theinjury aleged by
Dr. Shane.

The status conference scheduled for 14 September 2005 at 11:00 am. will be held as scheduled
in order to set an gppropriate schedule. If the parties have any non-substantive issues or queries, please
contact my law clerk, David Lee Mundy, Esq., at 202-357-6351.

IT ISSO ORDERED.

g Richard B. Abdll

Richard B. Abdll
Specia Master



