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Ronald Homer, Boston, Massachusetts, appeared for petitioner.
Linda Renz, U.S. Department of Justice, Washington, D.C., appeared for respondent.
RULING CONCERNING “ENTITLEMENT” ISSUE
HASTINGS, Special Master.
Thisisan action in which the petitioner seeks an award under the National VVaccine Injury
Compensation Program (hereinafter “the Program--see 42 U.S.C. § 300aa-10 et seq.?). For the

reasons set forth below, | conclude that she is entitled to such an award, in an amount yet to be
determined.

'Because | have designated this document to be published, this document will be made
availableto the public unless petitioner files, within fourteen days, an objection to the disclosure of
any material in this decision that would constitute “medical filesand similar files the disclosure of
which would constitute a clearly unwarranted invasion of privacy.” See 42 U.S.C. § 300aa-
12(d)(4)(B); Vaccine Rule 18(b)

*The applicable statutory provisions defining the Program arefound at 42 U.S.C. § 300aa-10
et seq. (2000 ed.). Hereinafter, for easeof citation, al "§" referenceswill beto 42 U.S.C. (2000 ed.).
| will also sometimes refer to the Act of Congress that created the Program as the “Vaccine Act.”



THE APPLICABLE STATUTORY SCHEME
AND CASE LAW

Under the National Vaccine Injury Compensation Program (hereinafter the "Program™),
compensation awards are made to individuals who have suffered injuries after receiving vaccines.
In general, to gain an award, a petitioner must make anumber of factual demonstrations, including
showingsthat an individual received avaccination covered by the statute; received it in the United
States; suffered a serious long-lasting injury; and has received no previous award or settlement on
account of theinjury. Finally--and the key questionin most cases under the Program--the petitioner
must also establish a causal link between the vaccination and the injury. In some cases, the
petitioner may ssimply demonstrate the occurrence of what has been called a"Table Injury.” That
is, it may be shown that the vaccine recipient suffered an injury of the type enumerated in the
“Vaccine Injury Table” corresponding to the vaccination in question, within an applicable time
period from the vaccination also specified inthe Table.® If so, the Table Injury is presumed to have
been caused by the vaccination, and the petitioner is automatically entitled to compensation, unless
it is affirmatively shown that the injury was caused by some factor other than the vaccination.
§ 300aa-13(a)(1)(A); 8 300aa-11(c)(1)(C)(i); 8 300aa-14(a); § 300aa-13(a)(1)(B).

In other cases, however, the vaccine recipient may have suffered an injury not of the type
covered inthe Vaccine Injury Table. In such instances, an alternative means exists to demonstrate
entitlement to a Program award. That is, the petitioner may gain an award by showing that the
recipient’ sinjury was" caused-in-fact” by thevaccinationin question. 8§ 300aa-13(a)(1)(A); 8 300aa-
11(c)(1)(C)(i1). Insuch asituation, of course, the presumptions available under the VVaccine Injury
Tableareinoperative. The burdenison the petitioner to introduce evidence demonstrating that, in
fact, the vaccination caused theinjury in question. See, e.g., Hinesv. Secretary of HHS, 940 F. 2d
1518, 1525 (Fed. Cir. 1991); Althen v. Secretary of HHS 418 F. 2d 1274, 1278 (Fed. Cir. 2005).
The showing of “causation-in-fact” must satisfy the “preponderance of the evidence’ standard, the
same standard ordinarily used in tort litigation. 8 300aa-13(a)(1)(A); see also Hines, 940 F. 2d at
1525; Althen, 418 F. 3d a 1278. Under that standard, the petitioner must show that it is “more
probablethan not” that the vaccination wasthe cause of theinjury. Althen, 418 F. 3d at 1279. The
petitioner need not show that the vaccination was the sole cause or even the predominant cause of
theinjury or condition, but must demonstrate that the vaccination was at |east a“ substantial factor”
in causing the condition, and was a*“but for” cause. Shyfacev. Secretary of HHS, 165 F. 3d 1344,
1352 (Fed. Cir. 1999). Thus, the petitioner must supply “proof of alogical sequence of cause and
effect showing that the vaccination was the reason for the injury;” the logical sequence must be
supported by “reputable medical or scientific explanation, i.e., by evidence in theform of scientific
studies or expert medical testimony.” Althen, 418 F. 3d at 1278; Grant v. Secretary of HHS, 956 F.
2d 1144, 1148 (Fed. Cir. 1992).

*The original version of the Vaccine Injury Table was contained in the statute, at § 300aa-
14(a). Aswill be detailed below, however, the Table has been administratively amended.
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The Althen court also provided additional discussion of the “causation-in-fact” standard, as
follows:

Concisely stated, Althen’s burden is to show by preponderant evidence that the
vaccine brought about her injury by providing: (1) a medical theory causally
connecting the vaccination and theinjury; (2) alogical sequence of cause and effect
showing that the vaccination was the reason for the injury; and (3) a showing of a
proximate temporal relationship between vaccination and injury. If Althen satisfies
this burden, she is “entitled to recover unless the [government] shows aso by a
preponderance of evidence, that theinjury wasin fact caused by factors unrelated to
the vaccine.”

Althen, 418 F. 3d at 1278 (citations omitted). The Althen court noted that a petitioner need not
necessarily supply evidencefrom medical literature supporting the petitioner’ scausation contention,
so long as the petitioner supplies the medical opinion of a qualified expert. 1d. at 1279-80. The
court also indicated that, in finding causation, a Program factfinder may rely upon “circumstantial
evidence,” which the court found to be consistent with the “ system created by Congress, in which
close calls regarding causation are resolved in favor of injured claimants.” Id. at 1280.

Morerecently, the Federal Circuit has addressed the causation-in-fact standard in two more
rulings, Capizzano v. Secretary of HHS 440 F. 3d 1317 (2006), and Pafford v. Secretary of HHS
451 F. 3d 1352 (2006). Both opinions affirmed the applicability of the Althen test, quoted above.
The Capizzano opinion cautioned Program factfinders against narrowly construing the second
element of the Althen test, confirming that circumstantial evidence and medical opinion, sometimes
inthe form of notations of treating physiciansin the vaccinee' smedical records, may in aparticular
case be sufficient to satisfy that second element of the Althen test. The Pafford ruling, on the other
hand, indicated that it isthe petitioner’ s burden to demonstrate adefined period after vaccinationin
which one would expect to see the symptoms of a vaccine-caused injury of the type in question.

I
BACKGROUND FACTS

The petitioner, Susan Berry, wasbornin 1954. She hashad along and complicated medical
history. At times, she has suffered from diabetes, hypertension, hyperthyroidism, mitral valve
prolapse, heart murmur, depression, and other conditions. During 1996-1997, she experienced
exhaustion, and was found to be suffering from “chronic fatigue syndrome,” which then went into
remission.



On September 28, 1998, at age 43, petitioner received a rubella vaccination in Troy,
Michigan. (Ex. 4, p. 77.*) Sixteen days later, on October 14, petitioner visited Dr. Edwin Sadler,
where shereported that two weeks after that vaccination she began to suffer arthralgia® of the knees,
hands, and wrists, then broke out in arash. (Ex. 4, p. 72.°) Dr. Sadler concluded that petitioner was
experiencing a“[r]eaction to the rubellavaccine.” (1d.)

On November 4, 1998, petitioner visited Dr. Gowda, an infectious disease speciaist. (Ex.5,
pp. 2-6.) At that visit, petitioner reported that she had experienced the onset of joint pain and rash
two weeks after the vaccination. She further reported that after afew daysin which she felt better,
her rash and joint pain had returned. (Id. at 5.) Dr. Gowda, too, concluded that it was “likely that
her symptoms are due to Rubella vaccination reaction.” (Id.)

On October 28, November 10, and November 13, 1998, petitioner consulted with her family
physician, Dr. Haeger. Dr. Haeger also concluded that petitioner waslikely experiencing areaction
to rubella vaccine. (Ex. 15, pp. 7, 10, 11.) On December 3 and December 21, 1998, petitioner
visited Dr. Lerner, an internist and infectious disease specialist, again describing the onset of joint
symptoms since the vaccination. (Ex. 3, p. 23.) At the latter visit, she reported that her joint pain
was less than it had been. (I1d.)

The medical records submitted in this proceeding then show severd visits by petitioner to
physicians during 1999 and early 2000, but for conditions unrelated to her joints. (Ex. 3, p. 97,
Ex. 4, pp. 63-64; Ex. 15, pp. 1, 3, 6.)

On March 1, 2000, petitioner visited Dr. Lerner again. (Ex. 3, p. 35.) Dr. Lerner wrotein
his notes of that visit that petitioner had been “well” for some unspecified period of time after her
last visit to him in December of 1998, but that “[a]t this time she is not well,” with symptoms
including pain in her knees and hips. (Id.) Petitioner thereafter continued to frequently visit
Drs. Lerner and Haeger throughout the years 2000 and 2001, continually reporting fatigue, muscle
aches, and joint pain. (Ex. 1, p. 34; Ex. 3, pp. 20, 21-22, 35, 36, 37.)

*Petitioner filed Exhibits numbered 1 through 14 on August 19, 2002, and additional,
sequentially-numbered exhibits on severa occasions since then. Respondent has filed exhibits
designated by letters on several occasions. “EXx.” references will be to those exhibits.” “1-Tr.”
references will be to the pages of the transcript of the evidentiary hearing held on September 28,
2004. “2-Tr.” references will be to the pages of the transcript of the evidentiary hearing held on
July 18, 2006.

*Athralgia’ refersto painin ajoint, while “arthritis’ refers to inflammation (swelling) of
ajoint. Dorland’s Illustrated Medical Dictionary (30" ed. 2003), p. 149.

®The top of page 72 of Ex. 4 lists adate of “9/28/98,” but at the bottom of the page, “ under
“date,” iswritten“D. 10/14/98,” indicating that the note was dictated on October 14, 1998. It seems
clear to me that the latter date, October 14, is when petitioner visited Dr. Sadler. (See also Ex. 4,
p. 71.)



On September 28, 2000, petitioner for the first time visited arheumatol ogist, Dr. Bateman.
(Ex. 1, pp. 4-5.) Dr. Bateman wrote that following her rubella vaccination in 1998 petitioner
experienced “arthritis for about three months,” and “[s]ince then she has had continued joint pain.”
(Id. a 4.) Since that time, petitioner has continued to regularly visit a number of physicians,
reporting chronicjoint pain. (See, e.g., Ex. 1, pp. 18, 21, 22; Ex. 3, p. 72; EX. 6, pp. 1, 2, 6, 7, 8; Ex.
16, p. 3; Ex. 18, p. 1; Ex. 19, p. 1; Ex. 20, p. 1.)

1
PROCEDURAL HISTORY AND STATEMENT OF ISSUE
A. Procedural history

Petitioner filed her Program petition on September 28, 2001. The case was assigned at that
timeto Special Master E. LaVon French. On August 19, 2002, petitioner filed an amended petition,
along with the medical records necessary for evaluation of the case. The amended petition alleged
that petitioner’s chronic joint pain was caused by her rubella vaccination of September 28, 1998.
OnMay 16, 2003, respondent filed hisreport concerning the case, recommending that compensation
be denied. Attached to that report was an expert report of arheumatologist, Dr. Alan Brenner, who
stated the opinion that petitioner’s chronic joint pain was not vaccine-caused.

In March of 2004, the case was reassigned to the undersigned special master.” Upon the
assignment of the caseto my docket, | noted that on August 19, 2003, petitioner had filed a“Motion
for Ruling on the Record,” and that respondent had filed a response thereto on October 7, 2003. |
reviewed the motion and response, and conducted status conferences to discuss the motion on
March 23, April 12, May 10, and June 9, 2004.

On June 29, 2004, | issued my opinion concerning petitioner’s“Motion for aRuling on the
Record.” Inthat motion, petitioner had argued that | should immediately ruleupon the* entitlement”
issue in the case; respondent, in opposition, argued that respondent should be permitted to first
present the oral testimony of therespondent’ sexpert, Dr. Alan Brenner, whose written report (Ex. A)
had been filed on May 16, 2003. | denied the petitioner’ s motion for an immediate ruling, granting
the respondent’ srequest to present the oral testimony of respondent’ sexpert. | scheduled ahearing
for September 28, 2004, to hear the oral testimony of Dr. Brenner, and to give petitioner’ s counsel
an opportunity to cross-examinethat expert. At the conclusion of that hearing, petitioner’ s counsel
requested the opportunity for apost-trial briefing process. Petitioner’ sfinal brief inthat processwas
filed on February 25, 2005. However, at that time petitioner’ s counsel requested that | refrain from
entering a ruling concerning the causation issue in this case until a judge of this court ruled in
another pending rubella/arthropathy case. (See my Order filed on June 1, 2005.) That ruling was

"About March 15, 2004, | was notified that the case was being assigned to me, and | received
the file. Inadvertently, the case was not formally assigned to me at that time; when the error was
discovered, the forma assignment was made on March 24, 2004.
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issued by the judge (see Zatuchni v. HHS, 69 Fed. Cl. 612 (2006)), and, after reviewing that ruling,
petitioner’ s counsel requested that | rule upon the causation issue in thiscase. (See my Order filed
on April 5, 2006.)

Upon reviewing and analyzing the case during May of thisyear, in order to make the ruling
requested by petitioners, | concluded that | would need one additional item of evidence--namely, the
petitioner’ stestimony concerning onepoint. OnJune 13, 2006, | conducted astatus conference, and
the parties agreed to a hearing at which | would hear the petitioner’ stestimony. That hearing took
place on July 18, and the transcript thereof wasfiled on August 22, 2006. Accordingly, the caseis
now ripe for review concerning the issue of whether petitioner is entitled to an award.

B. Issueto be decided

In this case, petitioner does not allege that she suffered a “Table Injury.”® Instead, she
alleges that her chronicjoint pain was“caused-in-fact” by her 1998 rubellavaccination.® | will deal
with that claim in parts IV through V111 of this Ruling.

v
“CAUSATION-IN-FACT” ISSUE: INTRODUCTION

As noted above, the petitioner’s contention in this proceeding isthat her chronic joint pain
was “caused-in-fact” by her rubella vaccination of September 28, 1998. This case, thus, is one of
many Program casesin which petitionershavealleged that rubel lavaccinations have caused chronic
joint pain and/or arthritis. | have described these cases as the “rubella/arthropathy” cases, sincethe
term “arthropathy” encompasses both joint pain, also known as*arthralgia,” and joint swelling, also
known as arthritis. The general history of these “rubella/arthropathy” cases is relevant to the
resolution of this case.

That general history is, in fact, crucial to theresolution of this case, becausein this case, as
noted above, the petitioner has not presented the oral testimony of an expert witness specifically
supporting her claim that her joint pain was vaccine-caused. Instead, the petitioner relies, in part,

8Effectivein March of 1995, “chronic arthritis’ was added asa Table Injury for vaccinations
containing the rubella vaccine. See 60 Fed. Reg. 7678 (1995). Petitioner, however, has never
contended that her case could qualify under that “chronic arthritis’ category, or any other Table
Injury category. Moreover, it appears to me that petitioner’ s case, in any event, would not satisfy
the “chronic arthritis’ Table Injury criteria, since petitioner has not been found by medical
professional s to suffer from actual arthritis (i.e., joint swelling, observable by a physician).

°Petitioner has the burden of demonstrating the facts necessary for entitlement to an award
by a*“preponderance of the evidence.” § 300aa-13(a)(1)(A). Under that standard, the existence of
afact must be shown to be “more probable than not.” In re Winship, 397 U.S. 358, 371 (1970)
(Harlan, J. concurring).



on the fact that in the course of the above-described “rubella/arthropathy” cases, all decided by
myself as special master, in published opinions| have devel oped aset of “causation criteria,” stating
that if aparticular petitioner’s case falls within those criteria, and there is no substantial evidence
introduced in that particular case casting doubt on a“causation” finding, | would beinclined to infer
acausal relationship between the vaccination and the petitioner’s chronic arthropathy. Petitioner
asserts that her own case fits within those published “causation criteria,” and that, on that basis,
without need for any case-specific expert testimony, | should concludethat petitioner’ schronicjoint
pain was vaccine-caused.

Respondent, on the other hand, argues that petitioner has not demonstrated that her chronic
arthropathy was vaccine-caused. First, respondent disagrees generally with the view that chronic
joint pain falling within my “causation criteria’ can reasonably be deemed to be vaccine-caused.
Second, respondent arguesthat, in any event, petitioner’ s casefailsto meet severa of those criteria.
Finally, respondent has presented the testimony of an expert witness specifically addressing
petitioner’'s case. Respondent urges that the testimony of that witness, Dr. Brenner, supports a
conclusion that petitioner’s chronic joint pain has not been vaccine-caused.

In considering these arguments of both parties, | will analyze and rule upon petitioner’s
causation claim based on the availablerecord. Indoing so, | will analyze, asboth parties agree that
| should, not only the evidence introduced in this case, but also the evidence on the general
“rubella/arthropathy” causation issue that | have developed in the above-mentioned
“rubella/arthropathy” cases.

Therefore, in order to analyze thisaspect of the petitioner’ s* causation-in-fact” claim, | will,
in Part V of this Decision, set forth the history of the “rubella/arthropathy” cases, explaining the
“causation criterid’ that | have developed in the course of those cases. Then, in Part VI, | will deal
with petitioner’s argument that application of those “causation criteria’ to petitioner’s case
demonstrates that petitioner’s chronic joint pain was vaccine-caused.

The petitioner in this case, however, does not rely exclusively on the theory that her case
satisfies my “causation criteria” She also advances an additional line of argument. That is,
petitioner also relies upon certain statements of her treating physicians, contained in her medical
records, indicating that those physicians believe that her chronic joint pain was vaccine-caused. |
will deal with that argument in part V11 of this Decision.

Finally, | will summarize my overall analysis of petitioner’ s causation-in-fact contention at
part VIl of this Decision.



\Y
HISTORY OF THE “RUBELLA/ARTHROPATHY” CASES
A. Proceedingsin early 1990's concerning the general causation issue

A version of the*Vaccinelnjury Table” wasset forth in the statute establishing the Program,
at 8 300aa-14(a). That statutory version of the Tablewasapplicableto petitionsfiled during thefirst
several yearsof the Program’ sexistence. That version of the Table, however, contained no provision
concerning arthropathy, arthritis, or similar symptoms following any vaccination. Thus, from the
beginning of the Program through early 1995, a petitioner suffering from arthropathy or a similar
condition after arubellavaccination had the burden of proving that the vaccination “ caused-in-fact”
the condition.

During the early 1990's, various petitionersfiled alarge number of Program casesinvolving
allegations that rubella vaccinations caused chronic arthropathy. Accordingly, in order to most
efficiently resolve al of those cases, the undersigned special master was assigned by the Chief
Special Master to undertake an inquiry into the general issue of whether the rubella vaccine can
cause chronic arthropathy, with the hope that information and conclusions concerning that general
causation issue, developed from the general inquiry, could be applied to each individual case.

Toward that goal, | initiated a series of meetings, involving counsel who each represented
a large number of petitioners in Program cases involving claims of this type, and counsel
representing respondent. Thosecounsel devel oped evidenceto put beforeme concerningthegeneral
causation issue, filing a series of written reports from medical experts.® | also conducted an
extensive search of relevant medical literature, based upon both bibliographies supplied by the
aforementioned counsel and my own research. Then, in November of 1992, | conducted athree-day
evidentiary hearing in which six medical experts, three sponsored by petitioners counsel and three
by respondent, testified concerning the general causation issue.™

19 have established aspecial fileintheofficeof the Clerk of thiscourt known asthe“ Rubella
OmnibusFile.” Inthat filel have placed copiesof al theevidentiary itemsupon which | haverelied
in my rulings concerning the possible causal relationship between the rubella vaccine and chronic
arthropathy. That fileisopen for inspection or copying by any interested person. A summary of the
contents of that file appears as the Appendix to this Ruling.

| hereby incorporate that entire “Rubella Omnibus File” into the record of this case by this
reference. For convenience, | will not physically placeacopy of that entire voluminous Fileinto the
record of this case, but it shall be considered an integral part of the record of this case. | note that
counsel for both partiesin this particul ar case are thoroughly familiar with the contents of that File.
See also footnote 16, below.

“The transcript of that 1992 hearing, entitled “Omnibus Hearing Re: Rubella/Chronic
Arthropathy Issue,” is contained in the Rubella Omnibus File as part C. Further, | note that | will
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B. My analysisin the“1993 Order”

Based upon the medical evidence and expert testimony discussed above, | concluded, in a
published opinion filed on January 11, 1993, that the evidence was sufficient to support a
determination that it is“ more probable than not” that the rubella vaccine does cause some cases of
chronic arthropathy. (I will refer to that document as the “1993 Order;” it was published as Ahern
et al. v. Secretary of HHS, 1993 WL 179430 (Fed. Cl. Spec. Mstr. Jan. 11, 1993).) A copy of that
“1993 Order” wasfiled into the record of this case as an attachment to my order filed on March 25,
2004. Inthat “1993 Order,” | concluded that a petitioner “more probably than not” has suffered a
condition “ caused-in-fact” by arubellavaccination, and is thus entitled to a Program award, if that
petitioner’s case meets all of the following criteria:

1 The petitioner received a rubella vaccination at a time when the petitioner was 18
years of age or older.

2. The petitioner had a history, over a period of at least three years prior to the
vaccination, of freedom from any sort of persistent or recurring polyarticular' joint
Ssymptoms.

3. The petitioner has devel oped an antibody response to the rubellavirus.

4, The petitioner experienced the onset of polyarticular arthropathic symptoms during
the period between one and six weeks after the vaccination.

5. Polyarticul ar arthropathic symptomscontinued for at | east six months after theonset;
or, if symptoms remitted after the acute stage, polyarticular arthropathic symptoms
recurred within one year of such remission.

6. There is an absence of another good explanation for the arthropathy; the petitioner
has not received aconfirmed diagnosisof rheumatoid arthritis, nor adiagnosisof any
of a series of specific conditions.

Ahern, 1993 WL 179430 at *13.
In reaching that conclusion, | noted that al six of the experts who testified at the 1992

hearing, including those who testified for respondent, agreed that at least in cases in which the
vaccinee experienced acute polyarticular actual arthritis (i.e., joint swelling), as opposed to

hereinafter sometimes refer to both the 1992 inquiry and the subsequent 2001 inquiry, concerning
thegeneral rubell a/arthropathy causationissue, asthe“omnibus proceedings’ or “ omnibushearings.”

i 12 Polyarticular” means “ affecting many joints.” Dorland’ slllustrated Medical Dictionary
(30" ed. 2003), p. 1478,



arthralgia (i.e., joint pain without swelling), during the expected time period after vaccination, any
chronic arthritis suffered by that vaccinee thereafter could reasonably be attributed to the rubella
vaccination. The respondent’s experts differed with the petitioners experts chiefly asto asingle
issue, concerning those casesthat fit the diagnostic criteriaset forth above, but in whichin either or
both of the acute and chronic stages of the condition theindividua had only arthralgia, without any
measurable arthritis. In such cases the petitioners experts opined that the chronic arthralgiawas
likely vaccine-caused, whilethe respondent’ s experts would not make such afinding. On that point
of dispute, | found the petitioners’ expertsto be more persuasive, for reasonsthat | explained in the
“1993 Order.”

Accordingly, | concluded in the “1993 Order” that when a petitioner’s case met the six
criterialisted above, and therewasno substantial case-specific evidencein that case pointingto some
other explanation for the arthropathy, the evidence would support aconclusion that the petitioner’s
chronic arthropathy, whether it be chronic arthritis or arthralgia, was likely caused by the rubella
vaccination.

C. Developments after the 1993 Order”

After | issued the above-described “1993 Order,” severad developments relevant to the
general causation issue occurred, which | will briefly describe.

1. Resolution of cases

As aresult of the above-described proceedings that | conducted in 1992 concerning the
genera causation issue, culminating in my “1993 Order,” a significant number of cases, each
involving an allegation that joint symptoms were caused by a rubella vaccination, were resolved.
In 71 cases decided during the years 1993 through 2001, the petitioner received an award either
because | formally concluded that the requisite showing of causation was made, or because the
parties agreed upon an award based on the similarities between the petitioner’ s case and the criteria
set forthin that “1993 Order.” (See, e.g., Long v. Secretary of HHS No. 94-310, 1995 WL 470286
(Fed. CI. Spec. Mstr. July 24, 1995).) In 19 cases, | found that the petitioner failed to make the
required” causation” showing. (See, e.g., Awadv. Secretary of HHS, 1995 WL 366013, No. 92-79V
(Fed. Cl. Spec. Mstr. June 15, 1995).) | dismissed four cases on procedural grounds. Findly, in 52
additional cases, the petitioner either voluntarily dismissed or simply abandoned prosecution of his
or her case, apparently in light of the fact that the case plainly did not seem to fit within the criteria
set forth in the “1993 Order.”

2. TableInjury designation
Asnoted above, the Vaccine Act providesthat the Secretary of Health and Human Services
may administratively amend the Vaccine Injury Table. Thus, the Table was administratively

modified in 1995, with the addition of “chronic arthritis,” if incurred under certain specified
circumstances, as a “Table Injury” for vaccinations that include the rubella vaccine. See 60 Fed.
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Reg. 7678, 7692, 7695 (1995). A second administrative revision to the Vaccine Injury Table was
promulgated in 1997, retaining “chronic arthritis” as a Table Injury for rubella vaccinations, while
dlightly modifying the definition of that term for Table purposes. See 62 Fed. Reg. 7685, 7688
(1997). Those Table revisions adopted criteriafor the new “chronic arthritis’ Table Injury which
are similar, but not identical, to the criteria that | set forth for “causation-in-fact” in my “1993
Order.” Thechief differenceisthat to qualify under the new Tablelnjury category, apetitioner must
establish that he or she suffered “objective evidence * * * of acute arthritis (joint swelling).” (42
C.F.R. 8 100.3(b)(6)(A) (1997 ed.), emphasis added.) That is, it must be demonstrated that a
physician observed actua arthritis (joint swelling), not merely arthralgia (joint pain), in both the
acute stage and the chronic stage of the vaccinee'sillness. (42 C.F.R. § 100.3(b)(6)(A) and (B)
(1997 ed.).) Thisrequirement is more strict than the criterion that | adopted in my “1993 Order,”
inwhich I concluded that “ causation-in-fact” of an arthropathic condition might be established even
where, during the acute stage and/or the chronic stage, only arthralgia was reported.™

Since 1995, several Program petitionershave successfully established that they have suffered
compensable injuries under the new “chronic arthritis’ Table Injury category. A number of other
pending cases, however, have involved situationsin which, asin this case, a petitioner has suffered
chronic arthropathy, but not under circumstanceswhich correspond precisely to those set forthinthe
“chronic arthritis” Table Injury’s regulatory definition. In each of these cases, the petitioner has
sought afinding of “causation-in-fact.”

3. Additional inquiry in 2001-2002

During the late 1990's, several medical studies relevant to the general causation issue were
completed, and the results of those studieswere published. Accordingly, | determined that | should
re-analyze the general causation issuein light of the new studies. Again, attorneys representing the
petitioners and respondent submitted expert reports, and a hearing, at which six such experts
testified, was held in 2001.*

After that hearing, | reviewed the general causationissueagain, in light of the 1990's studies
and therecent expert reportsand hearing testimony. On December 13, 2002, | published adocument
entitled “Analysis of Recent Evidence Concerning General Rubella/Arthropathy Causation Issue.”

3As noted above (fn. 8) in this case, petitioner has not alleged that her case fits within the
“chronic arthritis’ Table Injury category, nor does it appear to me that her case fits within that
category.

A collection of theexpert reports submittedin preparation for the 2001 hearingiscontained
at part D of the* RubellaOmnibusFile.” Thetranscript of the 2001 hearing constitutes part E of that
File.
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(1 will refer to that document as the “2002 Analysis.”*®) In that “2002 Analysis,” | concluded that
while the overall argument for the general proposition that the rubella vaccine causes chronic
arthropathy had been somewhat weakened, neverthel ess a sufficient “causation-in-fact” case could
still conceivably be madein anindividual case. Considering all the evidenceavailable, | concluded
that the criteria set forth at p. 9 above are still quite relevant to my analysis of any individual case.
| modified those criteria in the two areas suggested by the more recent evidence. That is, (1) the
vaccinee need only have been past puberty (not 18 years of age) at the time of vaccination; and (2)
the onset of polyarticular symptoms must have taken place between seven and 21 days after
vaccination (rather than between one and six weeks post-vaccination). Therefore, the newly-
modified criteria stood as follows:

1. The petitioner received arubella vaccination at atime when the petitioner was past
puberty.

2. The petitioner had a history, over a period of at least three years prior to the
vaccination, of freedom from any sort of persistent or recurring polyarticular joint
Ssymptoms.

3. The petitioner has developed an antibody response to the rubellavirus.

4, The petitioner experienced the onset of polyarticular (i.e., in multiple joints) joint
symptoms during the period between seven and 21 days after the vaccination.

5. Polyarticular joint symptoms continued for at least six months after the onset; or, if
symptomsremitted after theacute stage, polyarticular joint symptomsrecurred within
one year of such remission.

6. There is an absence of another good explanation for the joint symptoms.

Shyder, 2002 WL 31965742 at *8, *20. Further, | stated that if any individual case falls squarely
within those modified criteria, and there are no specia circumstances of the case that cast doubt on
acausal relationship, and there is no additional medical evidence submitted in that case that alters
my view of thegeneral causationissue, then| would belikely tofind“causation-in-fact” inthat case.
Id. at *20. In other words, considering all the evidence that | had reviewed up until that point in
time, | found the evidence sufficient to support afinding of causation in aparticular case, if that case
falls within those modified criteria, in the absence of countervailing evidence.

*The “2002 Analysis’ was published as Shyder et al v. Secretary of HHS, 2002 WL
31965742 (Fed. Cl. Spec. Mstr. Dec. 13, 2002). A copy of that “2002 Analysis” was filed into the
record of this case on March 25, 2004.
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APPLICATION OF THE “CAUSATION CRITERIA™ SET
FORTH IN MY “2002 ANALYSIS® SUPPORTS THE CONCLUSION
THAT PETITIONER’S CHRONIC JOINT PAIN WASVACCINE-CAUSED

A. Introduction

Asnoted above, petitioner’ sfirst argument in this caseisthat petitioner’ s case meetsthe six
“causation criteria’ set forthinmy*2002 Analysis,” and that, therefore, her chronicjoint pain should
be considered to have been vaccine-caused. After careful consideration, | have found thisargument
to be persuasive. | will explain my reasoning below. First, however, | note that in reaching this
conclusion, | have considered all of the evidence concerning the general causationissuethat | heard
during both the early 1990's proceedings and the 2001-2002 proceedings described above, as
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contained in the Rubella Omnibus File.** | have also considered, of course, the evidence specific

'°| note that counsel for both parties have been well awarethat in resolving this case | would
utilize the evidence contained in the Rubella Omnibus File, and the knowledge concerning the
general rubella/arthropathy causation issue that | have gained in the course of the above-described
general proceedings concerning that issue. Indeed, the entireideaof the proceedings on the general
issue was that information gained in those proceedings would be applied to individual cases.
Moreover, petitioner’ sprimary “ causation-in-fact” argument inthiscaseisthat | should apply to her
case the causation criteria developed in the proceedings concerning the general issue.

Inthisregard, | notethat it seemsvery appropriatein Program casesthat aspecial master will
at times utilize information and knowledge gained in one Program case in order to resolve another
Program case. The chief reason is the inherent nature of the factfinding system set up under the
Program. Congress assigned this factfinding task to a very small group of special masters, who
would hear, without juries, alarge number of casesinvolvingasmall number of vaccines. Congress
gavethese mastersextremely broad discretion in deciding how to accept evidence and decide cases.
(See, e.g., 8300aa-12(d)(2).) Congress charged these masters to resolve such cases speedily and
economically, with the minimum procedure necessary, and to avoid if possible the need for an
evidentiary hearingin every case. Id.; seealsoH.R. Rept. No. 99-660, 99" Cong., 2™ Sess., at 16-17
(reprinted in 1986 U.S.C.C.A.N. 6344, 6357-58). Congress even specified that amaster should be
“vigorous and diligent in investigating” Program factual issues (H.R. Rept. 99-660, supra at 17
(emphasisadded)), in an “inquisitorial” fashion (H.R. Rept. No. 101-247, at 513 (reprinted in 1989
U.S.C.C.A.N. 1906, 2239)), indicating that a master can and should actively seek out, on hisown,
evidence beyond that presented by the partiesto a particular case. Given thisfactfinding system, it
seems quite likely that Congress intended that the special masters would gain expertise in factual
issues, including “ causation-in-fact” issues, that would repeatedly arisein Program cases. It would
appear that Congress intended that knowledge and information gained by the mastersin the course
of Program cases would be applied by the masters to other Program cases, when appropriate. A
number of published opinions have recognized that this Congressional intent is implicit in the
factfinding system devised by Congress. See, e.g., Ultimo v. Secretary of HHS 28 Fed. CI. 148,
152-53 (1993); Loev. Secretary of HHS, 22 CI. Ct. 430, 434 (1991).

The idea of utilizing an “omnibus proceeding” to gather information applicable to a
significant number of Program cases, therefore, would seem to fit clearly within this Congressional
intent. Thisprocedurenot only allowsaspecial master to bring specia expertiseto particular cases,
but aso helps the Program to accomplish the Congressional goals of speedy and economical
resolution of cases. This general procedure, therefore, has been utilized not only in the “rubella
arthropathy” cases before me, but also for two other large groups of cases, i.e., the “poliomyelitis’
cases before Chief Special Master Golkiewicz (see, e.g., Gherardi v. Secretary of HHS, No. 90-
1466V, 1997 WL 53449 (Fed. Cl. Spec. Mstr. Jan. 24, 1997)) and the “tuberous sclerosis’ cases
before Specia Master Millman (seg, e.g., Costa v. Secretary of HHS, 26 Cl. Ct. 866, 868 (1992)).
This genera procedure is also currently being utilized, at the request of the petitioners, in the
“thimerosal/autism” cases currently pending before me (seethe Autism General Order #1, 2002 WL
31696785 (Fed. Cl. Spec. Mstr. July 3, 2002)).

Of course, the special masters managing these groups of cases have also taken careto ensure
that therights of individual petitionersto fair resolution of their casesisnot lost in the efficiency of
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to petitioner’sown case.

Inthiscase, respondent argued that petitioner’ s case failsto meet three of my six causation
criteria--namely, the criteria numbered 2, 5, and 6. Accordingly, | will divide my analysis
concerning these criteria into severa parts below. In part B, | will very briefly explain why |
conclude that petitioner’s case fits within my Criteria 1, 3, and 4--i.e.,, the criteria that are not
contested by respondent. Then, in parts C, D, and E, | will explain, in more detail, why | conclude
that, contrary to respondent’ s argument, petitioner’s case does satisfy my Criteria 2, 5, and 6.

Finally, inpart F, | will deal with the arguments of respondent concerning the validity of my
rubella/arthropathy causation criteriain general.

B. Criterial, 3,and 4

It isundisputed that petitioner’ s case meets some of the six “ causation criteria’ of my 2002
Analysis’ set forth above at p. 12--namely, Criteria 1, 3, and 4. Petitioner received a rubella
vaccination at the age of 43 years. (Criterion 1.) After that vaccination, she developed an antibody
responseto therubellavirus. (Criterion 3.) And, about two weeks after that vaccination, petitioner
experienced the onset of polyarticular joint pain. (Criterion 4.)

C. Criterion 2

First, respondent argues that petitioner’s case fails to meet my Criterion 2, which reads as
follows:

The petitioner had a history, over a period of at least three years prior to the
vaccination, of freedom from any sort of persistent or recurring polyarticular joint
symptoms.

With regard to this criterion, respondent pointsto thefact that certain medical records made during
1996 and 1997 indicate that during that time period petitioner had serious problemswith exhaustion,

an“omnibusproceeding.” For example, before, during, and after the general proceedingsthat | have
conducted concerning this rubella/arthropathy causation issue, | have stressed to all counsel in the
rubella/arthropathy cases that each party in each individual case has the right to offer additional
relevant evidence, and to challenge the validity of the evidence received during the “omnibus
proceeding.”

Given the above-described Program factfinding system devised by Congress, accompanied
by the procedural safeguardsfor individual casesdescribed above, | am satisfied that itisappropriate
for meto utilizetheevidencegainedinthe” omnibusproceeding” inresolvingindividual petitioners
cases. Neither the respondent, nor any petitioner in any individual Program case, has ever argued
otherwise.
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and that she was diagnosed with acondition known as “chronic fatigue syndrome” (“CFS’)." (See
Ex. 3, pp. 24-26, 31-34, 40.) Respondent pointsto certain testimony of Dr. Brenner, who opined that
thefact that Dr. Lerner diagnosed CFS meansthat petitioner likely did have chronicjoint pain during
1996 and 1997, asis often the case with CFS. (See Brief filed January 31, 2005, pp. 13-14; 1-Tr.
5-7.) Respondent also points to the fact that on two occasions during that time period, Dr. Lerner
noted petitioner’s report of hip pain. (Ex. 3, pp. 24, 40.)

| understand the concerns of respondent and Dr. Brenner on this point. The fact that
petitioner had a chronic condition, sometimes involving pain, during 1996 and 1997, is certainly a
concern. Could that condition be related to the chronic joint pain that petitioner has suffered since
1998? That is possible. But my task here is to determine whether vaccine-causation is “more
probable than not;” | need not conclude that all other suggested causes are completely impossible.
In this respect, | simply did not find Dr. Brenner’s point to be persuasive. Dr. Brenner himself
acknowledged that the 1996-97 records do not actually show any chronic joint pain, and that it was
merely his*strong suspicion” that joint pain existed at that time along with the chronic fatigue. (1-
Tr.5.) I donot find sufficient proof to support Dr. Brenner’ sinference onthispoint. It seemslikely
to methat if petitioner had repeatedly experienced pain in joint areas during this time, she would
have so reported to Dr. Lerner, and he would have made a note of it. The two isolated references
topaininahip are, in my view, not enough to support aconclusion that petitioner was experiencing
chronic painin multiplejointsduring thisperiod. Inthisregard, | aso notethat the 1996-97 records
arein stark contrast to the records made after September of 1998, which contain explicit, repeated
references to pain in multiple joints.

In short, | conclude that petitioner’ s case reasonably complies with Criterion 2.
D. Criterion 5

Respondent also has raised an argument with respect to my Criterion 5, which reads as
follows:

Polyarticular joint symptoms continued for at least six months after the onset; or, if
symptomsremitted after the acute stage, polyarticular joint symptomsrecurred within
one year of such remission.

Respondent argues that petitioner’s case does not meet this criterion. Respondent notes that
petitioner’s medical records note repeated complaints of joint pain in late 1998, and then repeated
complaintsonceagaininMarch of 2000 and thereafter. However, respondent pointsout, themedical
records made during 1999 and early 2000 do not contain references to joint pain.

It is true that, as respondent notes, there are records of only a few visits by petitioner to
physiciansin 1999 and early 2000, and those records contain no mention of joint pain. (Ex. 3, 97;

Petitioner’ s CFS symptoms seem to have gone into remission in late 1997 or early 1998.
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Ex. 4, pp. 63-64; Ex. 15, pp. 1, 3, 6.) However, petitioner hastestified in this proceeding that after
her joint pain eased somewhat during early 1999, that pain returned strongly sometimein mid-1999.
(See Ex. 12, par. 7; 2-Tr. 6-20, 25-26.) And, even more importantly, a large number of medical
record notations, recorded in March of 2000 and the next several years, provide strong confirmation
of petitioner’s claim that her joint pain, after easing in early 1999, returned in mid-1999.

First, on March 1, 2000, petitioner visited Dr. Lerner, who had treated her in 1996-97 for
exhaustion symptoms. Dr. Lerner wrotein hisnotes of that visit that petitioner had been “well” for
some unspecified period of time after her last visit to him, in December of 1998, but that “[a]t this
time sheis not well,” with symptoms including pain in her knees and hips. (Ex. 3, p. 35.) This
notation, while nonspecific, confirms that while for some period of time after December of 1998
petitioner’s joints were feeling better, at some point prior to March 1, 2000, petitioner’s joint
condition took aturn for the worse.

The next notation was made on September 28, 2000, when petitioner for thefirst timevisited
arheumatologist, Dr. Bateman. (Ex. 1, pp. 4-5.) (Thefact that thiswas petitioner’ sfirst visit to a
rheumatologist is significant, since rheumatol ogists are specidistsin joint problems,*® and thereby
may be morelikely than other physiciansto focus carefully on the history of joint symptoms.) In her
notes of that visit, Dr. Bateman wrote that following her rubella vaccination in 1998, petitioner
experienced “arthritis’ for about three months, and “[s]ince then she has had continued joint pain.”
(Id. at 4.) Thisnotation, thus, generally supportsthe petitioner’ s current testimony, by showing that
in September of 2000 petitioner was reporting, to Dr. Bateman, asimilar history of her symptoms.
That is, the notation of “arthritis for about three months,” followed by “joint pain” continuously
thereafter, indicates that petitioner was reporting an initia period of intense joint symptoms
(“arthritis’), followed by somelesser but still significant joint symptoms (“joint pain”) “sincethen.”

At another treatment visit, on October 10, 2000, petitioner again gave a history of her joint
symptoms. (Ex. 8, p. 4) Her physica therapist wrote on that date that petitioner had joint
“swelling” from the vaccination *until March 1999 whenit subsided.” (1d.) Thenote doesnot make
clear if and when petitioner experienced joint pain during the middle part of 1999, but statesthat her
joint pain “worsened” about September of 1999. This history, too, while less than clear and
comprehensive, supports petitioner’ s claim that her joint pain eased in early 1999, but then returned
later in that year.

Four other histories, recorded in 2001, 2002, and 2003, provide similar general support to
petitioner’s claim. On March 29, 2001, Dr. Bateman wrote in her record of petitioner’s visit,
“multiple joint pains x 2.5 years.” (Ex. 6, p. 6.) The notation of “2.5 years,” of course, would
indicate pain since the September 1998 vaccination date. Similarly, when petitioner visited
Dr. Eilender on July 5, 2001, he wrote that petitioner’ sjoint pain started after arubella vaccination
in 1998; resolved after three months, but then returned after two more months; and has continued
“[slincethen.” (Ex. 1, p. 22.)

8See Dorland’s I llustrated Medical Dictionary (30" ed. 2003), p. 1627.
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OnMay 28, 2002, petitioner visited aneurologist, Dr. Clague. (Ex. 16.) Again, shereported
the onset of joint symptoms after her rubella vaccination, a“lessening” of symptoms after about
three months, then a “recurrence” of joint painin “May or June of 1999.” (Id. at 2.) And finally,
on February 21, 2003, petitioner was evaluated by two rheumatologists, Dr. Ogenowski and
Dr. Bocks, who aso took a history. (Ex. 19.) Those physicians again noted the onset of joint
symptomsafter rubellavaccination; the“resolving” of the® swelling” sometime*around the 3-month
mark;” the return of arthralgias after about one month of improvement; and then continuous
arthralgiasince that time. (Id. at 1.)

In short, based on both petitioner’ stestimony in this proceeding, and the numerous histories
cited above that were recorded between 2000 and 2003, | find that it islikely that petitioner’sclaim
concerning the general history of her joint painisaccurate. That is, shelikely did experience strong
symptoms for about three months after vaccination, a period of remission or reduced symptoms
thereafter, thereturn of strongjoint pain around mid-1999, and then continuous symptomsthereafter.

E. Criterion 6

The third criterion that has been contested by respondent is Criterion 6, which reads as
follows:

There is an absence of another good explanation for the arthropathy * * *.

In this case, respondent argues that there does exist another good explanation for petitioner’s
continuing complaintsof painin her joint areas--i.e., thefact that she has been diagnosed assuffering
from the “fibromyalgia syndrome,” respondent argues, is the explanation for those continuing
complaints.

| begin my discussion of this issue with some general background concerning the
fibromyalgia syndrome, to which | will hereinafter often refer as “FMS.”*® In recent years, the
medical profession has generally accepted the existence of a syndrome known as fibromyalgia
syndrome (though it has previousy been known by other names, such as “fibrositis’ or
“fibromyositis’). Those afflicted with thissyndrome generally report painin many different fibrous
tissue areas of their bodies (e.g., muscles, ligaments, tendons). Upon examination, however, no
particular physical causefor the pain--i.e., no identified tissue damage, infection, disease, traumatic
injury, etc.--isidentified. Tofit withinthe syndrome, multiple areas of the body must beinvolved,
and often the patientsreport that they “acheall over.” Further, personsdiagnosed withthesyndrome
are often found to be especially sensitive to pressure at certain “tender points’ located at various
fibrous tissue areas.

9See the medical text excerpt concerning FMSthat | placed into the record of this case on
June 9, 2006.
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In this case, there are anumber of indicationsin petitioner’ s medical records that petitioner
issuffering from FMS. Respondent, as noted above, argues that the chronic pain that the petitioner
has reported in her joint areas is simply one symptom of her FMS, and, therefore, should not be
considered to be vaccine-caused. After fully considering this issue, however, | conclude that,
contrary to respondent’ s argument, petitioner’s case does fulfill Criterion 6.

Before discussing the facts concerning this issue, | first note that there certainly exists an
unresolved legal issue concerning the propriety of this sixth criterion in Vaccine Act
“rubella/arthropathy” cases. That is, two judges of this court, on review of decisions in which |
applied my six criteria to “rubella/arthropathy” cases, have found this sixth criterion to be legally
problematic. See Wagner v. Secretary of HHS, 37 Fed. Cl. 134 (1997); Zatuchni v. Secretary of
HHS, 69 Fed. Cl. 612, 621-23 (2006).% It is unnecessary for me to address that legal issue in this
case, however, for even assuming that it is legally appropriate for me to apply this criterion to
petitioner’s case, | conclude that petitioner’s case does meet the criterion.

Turning to the facts of this case, it is true that a number of petitioner’s medical records
indicate that the FMS label has been applied to her case. However, | note that petitioner’s case
differssubstantially frommost of the other Vaccine Act casesinvolving FM S. In most of those other
cases, thevaccinee' schronicjoint pain seemed to be only asmall component part of anoverall FMS
condition. In petitioner’ scase, in contrast, the chronicjoint pain seemsto be the dominant symptom.
Further, while Dr. Brenner argued that petitioner’s post-vaccination FM'S should be viewed as
merely a continuation of the CFS condition from which petitioner suffered in 1996-97, the medical
records do not support his contention. As noted above, while the 1996-97 records provide no
evidence at al of pain in multiple joints, the post-vaccination records show that petitioner has
continually and explicitly reported chronic painin multiplejoints. Therefore, inthesecircumstances
--1.e., with the post-vaccination symptoms so different from the 1996-97 symptoms, and with the
post-vaccination symptoms dominated by joint pain rather than amore typical FM S presentation--
| cannot agree with respondent that petitioner's FMS diagnosis is a “good explanation” for her
chronic joint pain since her rubella vaccination.

Therefore, | conclude that petitioner’s case fits within Criterion 6 as well.

For adifferent view of the propriety of the sixth criterion, see Wagner v. Secretary of HHS,
1997 WL 617035 (Fed. Cl. Spec. Mstr. Sept. 22, 1997). See also Pafford v. HHS 64 Fed. Cl. 19,
34-36 (2005) (it is appropriate to place upon the petitioner the burden, as part of the petitioner’s
initial prima facie case, of ruling out any potential aternative causes that have been specifically
identified in the record); Pafford v. HHS 451 F. 3d 1352, 1357 (2006) (impliedly affirming the
Pafford trial court’ sopinion on thispoint); Paulminov. HHS 69 Fed. Cl. 1, 11-12 (2005) (agreeing
with Pafford on this point). But cf. DeBazan v. HHS 70 Fed. Cl. 687, 693 (2006) (finding it
inappropriate to require a petitioner to rule out any potential alternative causes).
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F. Respondent’s arguments concerning the general Omnibus approach

Asnoted above, respondent, in the “Response” filed in this case on January 3, 2005, raised
several arguments to the effect that | erred in my “2002 Analysis,” regarding the general issue of
whether therubellavaccine causes chronic arthropathy. Essentially, these werethe same arguments
that respondent raised in oral argument at the 2001 hearing. | have already responded to theminthe
“2002 Analysis,” so | will not repeat that discussion here?* | will, however, specifically discuss
respondent’s argument in one respect. That is, respondent seems to assert that if | apply my
conclusion contained in the “2002 Analysis’ to an individual case, | would improperly “create a
presumption” similar to a“Table Injury.” (Response at 9-10.) Respondent is mistaken.

In setting up the Vaccine Injury Table, Congress did create a statutory presumption of
causation in certain cases. That is, if the fact pattern of a particular case fits within a Table Injury
category, then by operation of law the Program factfinder must presumethat theinjury wasvaccine-
caused, unless the evidence of record preponderates in favor of causation by some specific non-
vaccine cause.

Incontrast, inthiscase, asinall of therubella/arthropathy casesthat | have compensated over
the past thirteen years, | am not employing any “presumption.” Rather, in each of the few casesin
which | have decided the “entitlement” issue (of the cases that have been compensated, the vast
majority settled, without any formal ruling concerning the “entitlement” issue), my procedure has
been to consider al the evidence available to me, and determine whether, based upon al of that
evidence, it is “more probable than not” that this particular vaccinee's condition of chronic
arthropathy was vaccine-caused. In that respect, these rubella/arthropathy cases are little different
from any other Program case in which the issueis* causation-in-fact.” Theonly differenceisthat,
whilein atypical Program case the evidence to be considered is contained entirely in the record of
that individual case, intherubella/arthropathy cases| have an additional body of evidence--fromthe
omnibus general causation proceedings--upon which to draw, in order to supplement the evidence
brought forth in the individual case record. | am able to combine the evidence from the general
causation proceedingsand theindividual caserecord, and, based uponall of that evidence, determine
whether it is“more probablethan not” that the particular vaccinee’ s condition was vaccine-caused.

In other words, as | have stressed before (including a discussion at Shyder, 2002 WL
31965742 at *24), in neither my “1993 Order” nor in my “2002 Analysis’ did | purport to find
causation in any particular case. Those documents merely reported that, based upon all of the
medical evidencethat | had reviewed up to that point in time, if the circumstances of a petitioner’s
case fell within certain criteria, and if there were no particular circumstances of the case that cast
doubt on a causal relationship, and if there was no additional medical evidence submitted, then |
would find causation in that case. In every individual case, each party has aways had the option of
putting case-specific evidence before me at an evidentiary hearing. The “1993 Order” and “2002

“Seealso Judge Block’ s discussion and rejection of respondent’ sidentical challengesto my
rubella/arthropathy causation criteria, in Moreno v. HHS 65 Fed. Cl. 13, 24-29 (2005).
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Analysis” thus, merely educated the parties as to how | viewed the medical evidence that | had
already evauated, so that they could attempt to settle any individual case. The individual cases,
then, if they did not settle, always had to be decided on a case-by-case basis, perhaps by simply
applying the conclusionsthat | had reached during the general causation proceedings, or perhaps by
adding to the mix additional evidence offered by either party in the particular case.

In short, | have not applied any “ presumption,” or created the equivalent of a“Table Injury,”
in this case. Instead, | have merely made a specific ruling concerning “ causation-in-fact” in this
particular case, by means of studying the evidence contained in the record of this case, and also
applying to this case the evidence appearing in the expert testimony and medical studies previously
supplied in the genera causation proceedings.

VI
NOTATIONSOF PHYSICIANSIN THE MEDICAL RECORDS

In support of her contention that her chronic joint pain has been vaccine-caused, the
petitioner, in addition to urging that her case fitswithin my “causation criteria,” also reliesupon the
notations of a number of physiciansin petitioner’s medical records, which appear to indicate that
those physicians considered petitioner’s joint symptoms to be vaccine-caused. (See petitioner’s
Post-Hearing Brief, filed December 3, 2004, pp. 10-12, 15-16; petitioner’ sReply, filed February 28,
2005, pp. 16-18.)

| conclude that certain of these statements of physicians do supply important support for the
proposition that petitioner’s chronic joint pain has been vaccine-caused. First, inthiscase, asin al
Program cases, | view with great respect the opinions of physicians who have actually treated the
petitioner. Further, it isnoteworthy that in the recent Capizzano opinion, the U.S. Court of Appeals
for the Federa Circuit stressed that “medical records and medical opinion testimony arefavored in
vaccine cases, as treating physicians are likely to be in the best position to determine whether ‘a
logical sequence of cause and effect shows that the vaccination was the reason for theinjury.’” 440
F. 3d at 1326 (emphasis added). Similarly, in severa recent cases, judges of this court have, in
resolving Vaccine Act causation issues, relied heavily upon the statements of treating physicians
contained in the vaccinee’' s medical records. See, e.g., Zatuchni v. Secretary of HHS 69 Fed. Cl.
612, 623 (2006) (involving arubella/arthropathy case quite similar to this case); De Bazanv. HHS
70 Fed. Cl. 687, 697 (2006); Kelley v. HHS 68 Fed. Cl. 84, 100 (2005). See also Morenov. HHS
65 Fed. Cl. 13(2005) (affirming my finding of causationinanother rubella/arthropathy caseinwhich
| relied, in part, upon notations of the petitioner’ s treating physician in the medical records).

In this case, | first note that severa of the physician notations, on which petitioner relies,
describe the petitioner’s acute symptoms--i.e., those symptoms occurring during the first three
months after the vaccination--as vaccine-caused. For example, on October 14, 1998, Dr. Sadler
concluded that petitioner’ sjoint pain was part of a“[r]eaction to therubellavaccine.” (Ex. 4, p.72.)
On November 4, 1998, Dr. Gowdaconcluded that it was*“likely that [ petitioner’ s| symptomsare due
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to Rubella vaccination reaction.” (Ex. 5, p. 5.) On October 28, November 10 and November 13,
1998, Dr. Haeger wrote notations indicating that petitioner was likely experiencing a reaction to
rubellavaccine. (Ex. 15, pp. 7, 10, 11.) And on December 3, 1998, Dr. Lerner wrotethat petitioner
received arubellavaccination and “ promptly developed rubella” (Ex. 3, p. 23.) Those notations,
however, arenot of great evidentiary value concerning theissuethat | must decide here, i.e., whether
petitioner’ schronicjoint pain, since 1999, wasvaccine-caused. Respondent’ sexpert did not dispute
that petitioner’s symptomsin late 1998 likely did constitute an acute reaction to the vaccination; a
short-term acute reaction, lasting days or weeks at most, is well-accepted as a very common side
effect of rubella vaccination. The controversial and difficult issue, rather, is whether the rubella
vaccine can also cause chronic arthropathy. Therefore, the physician statements set forth above,
describing petitioner’ s acute symptoms as vaccine-caused, are not particularly helpful.

On other hand, petitioner’ s medical records also contain anumber of indications that some
of petitioner’s treating physicians believe that petitioner’s chronic joint pain is causally related to
her rubellavaccination. For example, on August 19, 2003, Dr. Ogenowski, arheumatol ogist, wrote
that petitioner “clearly does have[a] pain syndrome* * *. This has been documented as apossible
side effect to the rubella vaccine, and certainly looking at her clinical course that appearsto be a
causal relationship.” (Ex. 19, p. 6, emphasis added.) On August 18, 2004, Dr. Kimpson, apain
management specialist, wrotethat oneof his*diagnosticimpressions’ of petitioner wasthat she had
“status post rubella vaccination,” apparently meaning that he concluded that her chronic pain has
causally related to that rubella vaccination. (Ex. 18, p. 2.)

Note also that on September 28, 2000, Dr. Bateman, another rheumatol ogist, wrote that one
of her “impressions’ of petitioner’s case was “history of rubella arthritis.” (Ex. 1, p. 5.) This
reference to “rubella arthritis’ perhaps refers only to petitioner’ s acute period of suffering in late
1998, but could also mean that Dr. Bateman attributed petitioner’s entire post-vaccine history of
chronic joint symptoms to the rubella vaccine. Further, on May 28, 2002, Dr. Allen Clague noted
hisopinionthat petitioner had suffered a“ neurological, neuromuscul ar, muscul oskel etal , and skeletal
syndrome as a result of the adverse reaction” to the rubella vaccination of September 28, 1998.
(Ex. 16, p. 5, emphasis added.?)

These notations of petitioner’ streating physicians, with regard to petitioner’s chronic joint
pain, do provideimportant additional support for her contention that her chronicjoint pain has been
vaccine-caused.

| recognize that Dr. Clague apparently was not a physician who saw petitioner in the
ordinary course of treatment, but seems, rather, to have been consulted on one occasion to provide
support for petitioner’s “worker’s compensation” claim against her employer (her employer had
required that shereceivetherubellavaccinationin question). Accordingly, | placevery little weight
on this particular medical record notation, but | note it here for purposes of compl eteness.
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VIII
ADDITIONAL DISCUSSION AND SUMMARY

In short, in this case | find that petitioner’s chronic joint pain since late 1998 has, more
probably than not, been caused by her rubella vaccination of September 28, 1998. This factual
finding is based on acombination of two factors. First, petitioner’ s case satisfies my six causation
criteriafor the rubella/arthropathy cases. Second, petitioner’ s causation contention is supported by
certain statements of her treating physiciansin the medical records.?

Tobesure, inmy view thiscausationissue presentsavery closequestion. Reasonable minds
could differ on the outcome of thisissue. | ssmply find that the balance of evidencetips slightly in
favor of causation.

Further, | note that, in their briefs in this case, petitioner's counsel harshly criticized
Dr. Brenner, as overzealously assuming the role of an “advocate’ rather than an expert witnessin
thiscase. | do not agree. | concludethat Dr. Brenner was giving me his honest opinion concerning
the case, and that he presented reasonable arguments in support of his view of the case. | simply
found that in the unique circumstances of this case, Dr. Brenner’ s opinion concerning the causation
issuein petitioner’ s case was slightly outweighed by the other evidence of record. Inthisregard, |
notethat | had to weigh Dr. Brenner’ sopinion against not only the statements of petitioner’ streating
physicians and the other evidence contained in the medical records, but also against the weight of
the several distinguished medical experts who provided expert testimony on behalf of petitioners
during the above-described omnibus proceedings that | held in both 1992 and 2001. | simply
concludethat the overall evidencetipssdlightly against Dr. Brenner’ sview, and in petitioner’ sfavor.

IX
FURTHER PROCEEDINGS
For thereasons stated above, | find it “more probable than not” that petitioner’ schronicjoint

pain wasvaccine-caused. Therefore, | concludethat sheisentitled to aProgram award on account
of that chronic condition. Thus, the parties should initiate proceedings toward the goal of agreeing

| notealso that petitioner’semployer, the hospital which required her to receivetherubella
vaccination in 1998, apparently settled petitioner’s “worker’s compensation” claim against that
employer. (SeeEx. 25.) Thisindicatesthat petitioner’s employer, too, found it at |east reasonably
possible that petitioner’s chronic joint pain was vaccine-caused.
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upon on the appropriate amount of the award. We will discuss that topic at the next status
conference, which my staff will soon schedule.

George L. Hastings, Jr.
Special Master
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