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J!\N!CT :VI. CrSF-fFA as Executrix of the Estate of: 
r-..t.L\RGUFR!!T CULLEN, Deceased . 

Plaintiff 

- against -

PETER RUMORE. M.D., GAIL KRICHLOW, 
!v1.D .. MAX HAMBURGER, M.D. and 
Rl-IE UMATOLOC!Y ASSOCIATES OF LONG 
ISLAND. LLP. 
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---.. --- --- ------ -- -- ------------ -- -- ---------------- --- ------ --x 

MOTION DATE 7-7-14 
A DJ. DATE --~8~-~l 3~-~14_· _ 
Mot. Seq.# 004 - MD 

SULLIVAN PAPAIN BLOCK McGRATH 
& CANN A VO P.C. 
Attorney for Plaintiff 
120 Broadway 
New York, New York 10271 

AARONSON RAPP !\PORT FEINSTEIN & 
DEUTSCH, LLP 
Attorney for Defendants Max Hamburger M.D. & 
Rheumatology Associates of Long Island, LLP 
600 Third Avenue 
New York, New York 10016 

l : pon the fo I lowing papers nu111bered I to 25 read on this 111otio11 for summary judgment; Notice of Motion/ Order to Show 
Cause ~rnd supporting papers (004) 1-17; Notice of Cross Motion and supporting papers_; Answering Affidavits and supporting 
papt' rs 18-25; Replying Affidav its and supporting papers 26-27 ; Other_: (1111d 11fte1 he111 i11g eou115eJ i11supp01t1111d oppo5ed to tl1e 
ttmt-itm ) it io. 

ORDERED that motion (004) by defendants. Max Hamburger, M.D. and Rheumatology 
i\ssoc iatcs ol' Long Island. LLP. pursuant to CPLR 3212 for summary judgment dismissing the complaint 
as nssc rll'd against them is denied. 

In this action for medical malpractice. the plaintill .Janice M. O'Shea. as executrix of the estate of 
\J ~u·g ucritc Cul icn. seeks damages on behalf or the estate and derivatively for severe personal injuries and 
death nf the decedent on May 18. 2010 due to the defend ants· alleged negligent departures from good and 
~ 1c cL')lll'd standdrcl s or medical care and practice and foil ure to pro vi de in formed consent. Marguerite 
Cullen \\as under the care and treatment of the delendants from about September 24. 2002 through. and 
including \ ,fay 17. 20 I() at the offices of RhcumatoJogy Assoc iates of Long Island. LLP (Rheumatology 
\ ssP..: iatt'S). l'nr the intra\·enous infusion of Tocili zumab (Actemra). a drug used to treat rheumatoid 

~inhriti s . Durin g the admini stration of Actema on May 5. 20 I 0. the decedent deve loped a reaction and 
\ \~ts trnn sfcrrcd to St. Catherine of Siena Medical Center for treatment and di scharged. During the 
c.; ubscqucnt administration of ,l\ctcma on May 17, 2010. the plaintiffs decedent had an anaphyJactic 
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r1_al·tio1i. Lil'\ L·lopcd Stevens-Johnson Syndrome. anaphylactic shock. and died. It is alleged. inter alia. that 
dekndants rh:gligentl v administered said medication on May 17. 20 I 0 despite plaintiffs decedent 
dernon st rnting sen siti\ ity to the medication on May 5. 20 I 0 and that defendants failed to timely and 
apprnprirncl~ treat the decedent' s allergic reaction, failed to administer epinephrine, resulting in a coma 
<1nd rhe dc~1th of the decedent. 

The proponent of a summary judgment motion must make a prima facie showing of entitlement to 
j udgment as a matter or ]av.·. tendering sufficient evidence to eliminate any material issues of fact from the 
case (Friends tdAnimals v Associated Fur Mfrs., 46 NY2d I 065, 416 NYS2d 790 [ 1979]; Sillman v 
Twentieth Cmtw:1 1-Fox Film Corporation , 3 NY2d 395, 165 NYS2cl 498 [ 1957]). The movant has the 
in itia l burden 01· proving entitlement to summary judgment ( Winegrad v N. Y. U. Medical Center, 64 
'\l 'y'2d 851 . .+87 NYS2d 316 [ 1985]). Failure to make such a showing requires denial of the motion, 
regardless or the sufficiency of the opposing papers ( Winegrad v N. Y. U. Medical Center, supra). Once 
such proof has been offered. the burden then shifts to the opposing party, who, in order to defeat the 
motion for summary judgment. must proffer evidence in admissible form .. . and must "show facts 
suflicient to require a trial of any issue of fact"' (CPLR 3212[b]: Zuckerman v City of Ne•v York, 49 
'\IY2cl 557 . .+27 NYS2d 595 [1980]). The opposing party must assemble, lay bare and reveal his proof in 
order tu establish that the matters set forth in his pleadings are real and capable of being established 
(Castro v Liberty Bus Co .. 79 AD2d 1014, 435 NYS2d 340 [1981 ]). 

In support or motion (004 ), defendants submitted. inter alia, an attorney's affidavit; affirmation of 
Richard !'uric. M.D.: copies of the summons and complaint, defendants' answer and the plaintiffs 
\crified bill oCpartieulars and supplemental verified bill of particulars; uncertified copy of plaintiff's 
medical record from Rheumatology Associates , St Catherine of Siena, and an autopsy report which fail to 
comporl \Vith CPLR 3212 and 4518 (Friends of Animals vAssociated Fur Mfrs, supra) ; scant, 
incomplete copies oi'transcripts of the examinations before trial of Janice O'Shea (which is also 
unsigned). Peter Rumore, M.D. (\vhich is unsigned), Gail Crichlow-Hall, M.D. (which is unsigned), Max 
Hamburger. M.D. (which is signed) , Paul E. Schulman, M.D. (which is signed and certified) , all of which 
leave thi s ClH!rt to speculate as to the contents of the missing sections in the transcripts. However. in 
searching the submi ssions, a complete copy of the transcript of Dr. Hamburger has been noted. 

!:.\pert testimony is limited to facts in evidence (see also Allen v Ult . 82 AD3cl I 025. 919 NYS2d 
l 7<> I 2Ll D-: nt :::'.Ol l /: ,'lfarzuillo v Isom. 277 AD2d 362. 716 NYS2d 98 r2d Dept 2000] ; Stringile 1· 

Rot/J111a11. l .+2 J\D2d 63 7. 530 NYS2d 838 [2d Dept J 988 j; 0 'Shea v Sarro. J 06 AD2d 435 , 482 NYS2cl 
52() [2d Dept I 98.f j: Homhrook v Peak Resorts, Inc., 194 fVli sc2d 273, 754 NYS2d 132 [Sup Ct, 
I om kin s County 2002 I). Uncertified medical records and incomplete deposition transcripts are not in 
t'\ i dencc. 

l he requisite clements or proof in a medical malpractice action arc ( I) a deviation or departure 
fr()m ~1ccepted practice. and ( 2) evi dencc that such departure was a proximate cause of injury or damage 
I Holton l' Sprain Brook Jfanor Nursing Home , 253 J\D2d 852. 678 NYS2d 503[ 1998) , opp denied 92 
l\,' Y2d 818 . 685 ~ ''r'S2cl .+20). To pro ve a prima focie case or medical malpractice, a plaintiff must 
es ta hi i sh th :1t dckndant · s negligence was a substantial factor in producing the alleged injury (see 
Derdiarian 1· Felix Co11tracti11g Corp .. 51 NY2d 308, 434 NYS2d 166 [ 1980]: Prete v Rafla-Demetrious. 
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221 \D2d (17-L 638 1'\YS2d 700 [ 1996)). Except as to matters within the ordinary experience and 
k1l\J\\ ledge ul la:1mcn . c>:pert medical opinion is necessary lo prove a deviation or departure from accepted 
standard :-; o l' rnedic1I care and that such departure was a proximate cause of the plaintiff s injury (.I'<:'<:' 

fiore 1· Galang. 64 1'\Y2d 999. 489 NYS2d 47 [ 1985]: Lyons v McCauley, 252 AD2d 516, 517. 675 
\ YS2d ) 75 [ J 998 [. ll/Jf' d<:'nied 92 NY2d 814. 681 NYS2d 4 75: B/00111 v Cizv (~/New York. 202 AD2d 
4rJ5. 4(i5. 6(19 N YS2d 45 [ 1994]). 

I )r \ la\ I lam burger. l'v1. D. tcst itied to the extent that he has been the managing partner of' 
I kmatology, \ssuciates or Long Island since 1980 and practices exclusively in the specialty of 
rheumatolugy which encompasses immunology, not primaril y allergy. Prior to 1980, he was an assistant 
prn!Cssor Pl. medicine in the division of allergy, rheumatology, and clinical immunology at Stony Brook 
Uni\·ersity 1 lospita l. He is board certified in internal medicine and rheumatology. I-Jc began treating the 
decedent. Marguerite Cullen. in the 1990s for rheumatoid arthritis, which he described as an inflammatory 
disease of the joints that can cause swelling and pain, and erosion of the bone and loss of cartilage. The 
underl ying cause or rheumatoid arthritis is disease of the immune system, but the specific cause has not 
yet been identified. He continued that the immune system ' s first step is to recognize the difference 
bct\.vcen its owner and everything else, and unleash its vveapons when something gets into the owner that 
:ilrnuldn "t be there. The immune system recogni zes some antigen or chemical in the host (owner) to be 
!'oreign. so it tries to get rid of things that don ' t belong there . The immune system destroys tissues, and in 
rheumatoid arthritis. it is capable of destroying tissues in the joints and many other tissues as well . Dr. 
I [am burger testi tied that goals in treating rheumatoid arthritis are to prevent disability, preserve function 
and structure. and to relieve symptoms. He uses medications, essentially steroidal and non-steroidal anti­
inllamm atorics. to prevent damage to the joints, but also administers biologics. 

Dr. I-lam burger discussed bis care and treatment of the plaintiff~ commencing in 1994 and his 
diagnosis or rheumatoid arthritis, including the various medications the decedent was prescribed and the 
effects of those medications. It was his role to decide how the decedent's treatments are working, and 
future treatment. the safest route for treatment with the most benefit with the least risk . He discussed 
di llerent drugs and classifications of drugs used to treat rheumatoid arthritis, including biologics. There 
arc eight biologics. he stated, and there is no evidence-based approach as to which one is used first, and 
\\ hich one second: it is just patient specific. He prescribed Actemra for the decedent. f{e stated that 
,\ctcrnrn is a biologic. a protein. which is highly targeted by the body with an antibody response. 
Some time:; p:1li :.:nts c;m be desen siti zed to a drug. but he was not a\\ arc of desensitization to a biol ogic. 
<1nd later stated that biologics do not have the ability to be desensitized for patients. He testified that he 
l~lll1iliari 11..'d hirnscll'\\ith the package insert for 1\ctemra. He felt the package insert would be very similar 
w thc J>hv sicians Desk Rc!Crcnce (PDRJ. He uses the insert in part to determine whether or not to use the 
medicatinn 1rn the patient. 1\clverse reactions and events are se t forth in the package inserts. He also 
:1t tended meetings. Ii stcned lo lectures by experts. and read medical I itcrnture and journal about c Ii n ica I 
t1·ials and upd;1tcs on medication. 

Dr. I l:m1hurgcr Lesli lied he lirsl used Actcmra in earl y 201 ()commercially or outside the trial. The 
d.._·c1.:dc11t \\ ;ts u1ic or the l'irst patients \vho recci\'C.:d the drug commercially. He did a clinical trial with 
\1.'ll'rnra in .\pril 01 l'Vfay 2009 before it \Vas rclcasccl commercially in December 2009. !-le did not recall 

ii' he cllllc1.·i1.'d any clinical data with the trial. He stated that i!'his practice entered into n post-marketing 
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-.;tud: :1grL'L'll1L'lll. hi s prac tice then \\ ould haw received payment. He did not know if any compensation or 
l'\cha11 gc \\:ts giH·n to his practice in exchange for the drug manufacturer, Gencntech, providing th e 
111c'dic<t lili 11 l(ir free I le statl'd he \\o ulcl have to inquire \\'ith hi s clinical tri a ls department specifica lly 
I )r. Knc' i l. \\ lw 11 :t s out on disability due to a concussion, and was therefo re unavail able. He has about 
littcc'n sullrncmhus \Vorking in hi s clinical tri als department. His firm gets paid for the clinical trials. 
Dr. l!amhurgl'r te stified tha t he did not recall any al lergic reactions during his trial. He was not aware of 
any studies \\hich indicated that a ll ergic reac tions. if they do occur, or if they happen on a third or fourth 
in!'usion. or alter the first t'wo infusions. 

Dr. Hamburger testified that there were other biologics available in 2010 for rheumatoid arthritis , 
and th at the decedent had been given Ernbrel and Orencia previously. He was aware of clinical trials for 
Actemra , and th at there \Vere patients \.Vho experienced all erg ic reactions, infl1sion react ions, 
h) persentivitiy reactions and anaphylactic reac ti ons. Dr. Hamburger stated that there was a series of 
frnms \\ hi ch he had to complete for the clinical trials to submit to Genentech regarding the reaction, but 
he did not kncm ''here they were because. ""after the patien t's demise the chart was , by my directi on, 
sealed ... Gc nentech determined that the decedent had antibodies against the infused proteins in Actemra, 
so that mi ght have been the mechanism causing the anaphylactic shock. The decedent was the first death 
in the Ame rican series that led to a letter being sent to doctors around the country. 

Dr. Hamburger testified that in the spring of 2009, the decedent experienced di zziness with 
infusion of Orencia , a biologic, however, he felt this was an infusion reacti on as the di zziness was not 
associated with anything else. The Orencia was discontinued. On September 16, 2009, he started her on 
ivlcdrol (steroid) with good response, and by January 20 l 0 she was cushingoid (showing effects of 
steroids). She had seve re swelling of the joints. The decedent was first infused with Actemra in February 
or :'v1arch 20 I 0. at hi s ollice, on a low close, as limited by the package insert , wi th dosage amounts to be 
increased 01cr two to three months to reach a potentially effective dose. Her first dose of Actemra, 212 
mg. \\a s 011 I cbrumy 9, 2010, with no reaction noted. On Marc h 10, 2010, Actemra, 224 mg, was infused, 
'' irhout a reaction. /\.th ird infusion was administered on April 7, 20 10. 220 mg, without any reac ti on. On 
\fay 5. 20 I 0. \\ hen 124 mg was to be infused, !he infusion was terminated prematurely due to the 
decedent e>: pcriencing dizz iness, her blood pressure was 91 /58, she was havi ng difficulty breathing, and 
had a slight 1vhceze in one lung base . Dr. Shulm an from hi s office was present during this reaction. He 
stated that he also learned that her blood pressure had a drop to 84/50 and 84/54, but stated it was a small 
d1(1p 'v\.' l1c11 ""kcd ii . il1e p<tllor she had could be" s ign ol'a dr\\p i11 blood pressure or vasod ilation. he sa id 
it co uld be . but she \\'as anem ic. When quest ioned, he stated that he was aware she was using accessory 
111uscks Ill h1eathc. a sign or respirato ry difficulty. He stated that Dr. Schulman listened to her lungs and 
nok'd she\\ as not nHl\'i ng air well. 

f>r . I l;unh urgc r did not knO\\ the dose of 1\ ctemra the decedent ac tuall y recei ved on ,,1ay 5, 2010, 
ctml he \\ ~1:-i 1wt prL'SC!ll I le testilicd that he die! not consider her constellati on of symptoms as an a ll ergic 
rL' ~tcti()tl . I k tlH1ught the difficulty breathing she e>: pericnced \\as clue to her joint di sease. however. he 
11\..' \ L'1· di ag1rnsL'd hl'r \\ ith rheumatoid lung. Dr. l lam burgcr stated that the decedent in iti a ll y refused to go 
tll the c' lll t' rgc'ncv room on 1\ifay 5. 20 I 0 after the reaction . but agreed and went to SL Catherine 's by 
:1111h u"111 c1,.' ])1 Shulman. he continued. spoke to him during the process, and ordered Decadron 
( curt1u1stcro id J intr:t\ eno usly. Dr. Hamburger tcst i fied that Decac!ron could be used for an allergic 
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rL.·action <ll" l(1r an in!"usion reaction. The symptoms documented. he continued, would have been 
rnn~istent \\ ith un allergic reaction. but because she had no mucosa] or cutaneous manifestations. no 
hive" ur 'rngi1lL'Lle111a. and there was rapid reversal or her symptoms. he felt the reaction vvas consistent 
\\ ith an infusion reaction. He then testified that she could have had an allergic reaction without mucosa! 
or skin J\.'dct1u11. l le stated that the wheeze could have been caused by swelling or anything which causes 
p<trtial <lhstructi(Jn uf an airway. including an allergic reaction. He indicated that the hospital sheet stated 
she had ;1 reaction tu the medication. and stated they were able to safely continue treatment because a 
rninur alkrgic reaction would not be a reason to uniformly discontinue treatment. Rather, prophylactic 
means\\ uuld be usc·d in administering Acternra. However. he had not ruled out an allergic reaction on 
\Jay). 2010. 

Dr. l lam burger testified that an allergic reaction could cause wheezing and potentially more 
serious reactions which would be considered anaphylactoid, or anaphylactic reactions, and includes a drop 
in blood pressure to the degree of shock. He continued that an anaphylactic reaction is also commonly 
called anaphylactic shock. An allergic reaction, he continued, could also cause airway compromise 
leading to significant impairment and inability to ventilate or difficulty breathing, clamminess, 
bradycardia. fast heart rate, leakiness of blood vessels. and cardiac arrest, due to swelling of the tissues 
caused by lCiL antibodies, histamines, and other cherncals that are released in the allergic reaction. Dr. 
! lam burger described priming as when the body does not respond to an antigen in an adverse way the first 
time. but \vith multiple exposures an immune response can occur. and subsequent exposures or allergic 
reactions could be of a much more significant nature than previous exposures. Changing the dose of the 
medication would not likely influence the reaction. An anaphylactic reaction would be the most severe 
example of an allergic reaction, he stated. The goal of treatment would be to stop the reaction, give 
oxygen, raise the blood pressure, and relieve the airway compromise. If a patient has a severe reaction, 
then the drug would be discontinued. He considered a severe allergic reaction would present with signs of 
airway compromise. or significant clinically meaningful change in blood pressure or other clinical event 
that caused the compromise of vital signs. Pruritus (itchiness), or perhaps minimal evidence without 
clinically signi !icant change in vital signs. might be a non-severe allergic reaction. 

Dr. I lamburger testified that an infusion reaction is related more to the amount. or more 
pmticuLirly tll the rate of flO\v of the intravenous. and some reactions will alleviate when the intravenous 
is '-lopped. and then resumed at a slower rate. alleviating the symptoms. He stated that infusion reactions 
<1i1d Jlkigi ... JC:,lLli,rn-.; arc not synonymous. Symptoms associated with infusion reactions might include 
IC\ er. L'hills. headache. nausea. itching. rash. hives. angioeclerna, back pain. chest tightness. chest pain, 
;rnd fotigue. and may occur during an inCusion or perhaps within 14 hours after the infusion. He then went 
on to testily that physicians may call these symptoms infusion reaction, or hypersensitivity reactions. or 
al lcrgic react iuns. I le later testi lied that infusion reactions and allergic reactions cannot be 100% 
SL'pdr;1tcd. and \\hen he talks about infusion reactions. he sometimes allows room for the foct that there 
might he a minor allergic component. 

Dr. l L1mbmger continued that for a non-se\ ere allergic reaction. the possibility that there may 
/i;l\ e hl-L'll an al lcrgic reaction would be discussed with the patient. including a description of the ways in 
\\hi ch these di krgic reactions could be managed with pre-administration of' antihistamine and 
l'llrlicoskrnids J ic stated that there Was 110 speci!ic format of prophylactic medication for the USC or 
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\clL'tm~1. I hL' p~1tirnt would be advised that there \Vould be monitoring of the infusion by the infusion 
nurse a.sit is begun .. \\ith a decision as to hmv to continue based upon the patient's tolerance. The full 
spectrum ul risks. including anaphylaxis and death as possibilities are discussed. Although the decedent 
si':'.nccl ll consL'nt form for treatment Dr. Hamburger noted that the consent form did not include death as a 
possihilit;. 

Dr. I Lnnburger continued that not all reactions that seem to be allergic become anaphylactic 
reactiuns. I It· continued that many of the reactions that are seen during the infusion or administration of 
biulogic drugs arc addressed \Vith premedicating patients with corticosteroids or antihistamines, with 
O\ crn helming success. Premeditating, he stated, may stop the allergic reaction or control the severity of 
the re~tl'lion .. or p1-c\cnt an allergic reaction .. Premedicating, he stated, may not work. With an allergic 
reaction .. while it is happening, corticosteroids and antihistamines counteract it. With a severe 
anaphylactic reaction .. epinephrine is given. Dr. Hamburger testified that if a patient has some type of 
medication reaction to an infusion of a biologic, clinical judgment is used to confirm that it was in fact a 
1·cactiun .. based upon the timing of the administration of the medication and the emergency of the 
symptoms. Cienerally. an allergic reaction would present clinically with itching, hives or other skin 
reaction .. \Vhcezing or shortness of breath, change in vital signs: blood pressure, pulse, and respiratory rate. 
I le J1d nut know ii' the rate of the infusion affected the severity of an anaphylactic reaction. He was not 
aware of how many infusions of Actemra that a reaction would usually occur. 

Dr. ! lam burger testified that if his office staff suspects an allergic reaction, the procedure is to stop 
tht' 111l\.1sion .. take vital signs .. administer any of a list of medications, and provide supportive measures 
depending upon the symptoms, including antihistamines, corticosteroids, maybe epinephrine if there is 
!cm blood pressure, and eventually .. oxygen. There is always a physician in the of1ice when the infusions 
arc being administered. The infusions are administered by registered nurses. The physician must order 
the epinephrine if it is to be given. EMS is called if the reaction is perceived as being more severe. He 
did not know it' his office had any type of intubation equipment other than an Am bu Bag with a face mask. 
I le had no mechanical ventilators in his office. The staff was trained in ALCS (advanced life support). 
l lc '.'tatcd thcll ii' someone is having a hypersensitivity reaction .. then very shortly after they receive a small 
amount of the drug, they react. Since decedent's death, office policy has been changed to provide two to 
three infusion nurses and enough staff to continue to care for the 20 other patients in the building while 
Cit ring J'or the patient with the reaction. A phone call policy was instituted to call the front of the building 
'' ill·;·l· the phy,ici,rns 'ire so the physician can come to the back where the infusion area is .. and upon 
'"Tl\ al ul' the physician .. the nurses can return to the care of their other patients. 

I )r. ! lam burger stated that he looks at the total picture because his obligation is to try as best as he 
cm 1\' char,1ctl'ri/l' the reaction. and decide whether he can safely continue the medication with 
Clppwpri:ilL' c:m.: .. or !ell the patient that they can no longer receive the drug. I le felt the decedent was 
hL'!:'inning tu respond to the i\ctcmra and she was desirous of continuing it. The risk of not taking 
.\ctcmra \\ould ha\c been the continued progression of rheumatoid arthritis. People with rheumatoid 
arthritis die younger than other patients with mortality shortened anywhere from 3 to 17 years. and they 
arc trL'atccl \\ith cunsidcration to their co-morbidities .. he stated. I le wanted to afford the clececlcnt the 
npportunit: of staying on i\ctcmra. Tfc had no idea how long she would have lived had the Actemra not 
hccn ~i\ en ~md :-:he had not died. Dr. Hamburger noted that on other occasions, the decedent had low 
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prc·ssure duri11g the in i'usions of Acternra. but before May 5. 20 I 0. ne\ er experienced difficulty breathing. 
ll-ll'd accc..:ssur; muscles to breathe. her oxygen saturation lewl did not decrease to 85. no wheezes were 
percei\ ed . pal l11r \\ ~1s not noted. and S\vcating or diaphoresis was not noted. Because he believed that the 
Lkl'L'cicnt kid suffered an inrusion reaction on May 5. 2010. it meant to him that he could premedicate her 
and pruceed \\ ith the infusion or Actemra on May 17. 20 l 0. which he stated was "pretty much the 
standard or C~lrL'. .. 

Dr. l !amburger continued that if he thought the decedent had an allergic reaction on May 5. 2010. 

he \\ uuld h~l\ e premed ieated her vvith corticosteroids prior to the May I 7. 20 l 0 infusion. He felt the 
decedent's reaction was minor enough that he could continue to treat her with Actemra rather than 
discontinue it. ! le testified that he could not ex.elude that the decedent had a '·minor allergic reaction'' on 
\lay 5. 20 I U. It is not his custom or practice to send patients to the emergency room for evaluation for 
infusion reactions or for just minor reactions, but Dr. Shulman, on May 5, 2010, wanted to rule out a 
cardiac event as she had shortness of breath and a drop in oxygen level. Dr. Hamburger testified that he 
\V;1s not present on May 17. 2010 when the decedent received the infusion of Actemra, and went into 
anaphylactic shock due to an allergic reaction. Dr. Rumore was present. He felt that the May 17, 2010 
rc~1ction was the decedent's first severe reaction to Acternra. The decedent's prior reaction on May 5, 
-, 10. he ::,lated. may have well included allergic clements. He stated that the decedent came to him 
already severely impaired before the current generation of drugs became readily available, that she 
suffered terribly and was severely compromised. 

Dr. Hamburger stated that he did not take part in the conclusion or recommendation by way of 
letter uf September 20 l 0 from Genentech which set forth that, .. [t]hc diagnosis of hypersensitivity or 
anaphylax.is should be considered in any patient experiencing an infusion reaction during or following 
Acternra or RoActcmra administration. If an anaphyJactic or other serious hypersensitivity reaction 
occurs. administration of Actemra or RoActcrnra should be stopped immediately." 

The moving defendants submitted the affirmation of Richard Furic. M.O., who affirms he is 
I icenscd to practice medicine in New York State and is board certified in internal medicine and 
rhcumatology. I le set forth his education and training, as well as his work experience. He indicated that 
he reviC\\ cd vari(lllS materials. including but not limited to records from Rheumatology Associates, EMS. 
St. Ca thcri nc or S icna. the autopsy report. and the deposition transcripts of defendants Hamburger. 
l\.L1Jl!t11l·. (ic1il C1iclilu\'v. and Dr. Schulman. It is Dr. Furic's opinion within a reasonable degree of 
medical CL'rtc1inty that at all times. the care and treatment rendered to the decedent by Dr. llamburgcr and 
thL' suff at Rhcum~1tulogy Associates !'ully comported with the standard of care. 

Dr. I uric set forth that the plaintiff began treating at Rhcumatology Associates on December 2. 
J lJlJ-1. !'or rhcumCJtoid arthritis. an autoimmune disease which causes inf1amrnation of the joints with loss 
ofjoint !'unction. pain. swelling. stiifocss. and an inability to function in everyday life. Dr. Furie 
cuntinucd to set !(1rth the decedent's treatment with Rhcumatology Associates. including changing her 
mcd1c~1tion ··numerous times .. in response tu widespread pain and a deteriorating physical condition, \Vith 
sumc i111pr0\L'111cnt noted. In September 2009, Dr. lfamburger noted the decedent's RAPID score was 30. 
imlil~Jti\ c nl high disease activity. On November 16. 2009. when Dr. Hamburger saw the decedent. he 
prescribed Cl "vlcdr(ll dose pack (a steroid) Cor six days for severe pain. :-\second close pack \Vas prescribed 
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··.1 us t pri ur t 1) l k'CL'll1 her l -L 2 009. ·· On Dec cm ber 14. 2009. Dr. Hamburger prcscri bed Prcdn isone. a 
ste m id. IW\\e\ n. b\ .l~mucu->' 18. 20 I 0. the decedent \Vas cushingoid in that she \\'as showing signs of 
stcruid s ide l'i frets Dr. 1:uri c continued that in light of the plaintiff s \\Orsening symptoms, Dr. 
l la1r1hu1·gl· r ckcided to proceed \vith a course uf Actemra, \\hich had been FDA approved in December 
:2()()lJ, 

Dr. I· uric stated that Dr. Hamburger informed the decedent she would be started on the lower of 
l\\(1 doses 01· .\cternra. in accordance with the protocol. He discussed risks and benefits, and alternatives 
to i\cte1m~1 \\ ith the decedent in detail. and he advised the decedent that Acternra could be associated with 
allergic reactions. anaphylactic reactions, and that anaphylacti c reaction s could cause death. Ile continued 
that the decedelll signed a consent form on February 9, 2010, which consent set forth that the infusion of 
/\ctcmra may cause reactions whi ch are uncommon, but included hives, diiliculty breathing, fever or 
chills. headache. or changes in blood pressure. He continued that the consent form also stated that the 
patient si gning it is mvarc that more serious reactions may occur. and that by signing the form, the 
decedent agreed not to hold Dr. Hamburger or hi s staff liable for adverse events which may occur as a 
result o l' Actemrn infusion. 

Dr. Furie indicated that the decedent received her first infusion of Actemra on February 9, 2010. 
Although Dr. Furie did not set forth the dose , or the duration or the infusion, he stated she did not have 
any reac tion aJter the infusion. During the second infusion of 224 milli grams of Actemra on March I 0, 
20 I 0. she did nut have any reaction to the infusion. At the time of her third infusion on April 7, 2010, of 
22() milligrams of /\ctemra. she tolerated it without difficulty. Dr. Furie indicated that on May 4, 2010, 
Dr. Hamburger saw the decedent and noted her complaints had improved. Her fourth infusion was started 
on May 5. 20 I 0. with 224 milligrams of Actemra to be infused over one hour. However, the infusion was 
stopped a lter about seven minutes as the decedent experienced shortness of breath, slight wheezing, and 
dizziness. \Vithout a change in her blood pressure. Thereafter, Paul Schulman, M.D. saw the decedent 
afkr the infusion \\as stopped. Oxygen was started. Decadron, a glucocorticoid, and intravenous fluids 
\Vere gi\ en. and the decedent gradually improved. Dr. Schulman·s differential diagnosis included an 
in l'u s ion react ion. allergic reaction , congestive heart failure , or primary lung problem, so he had the 
plainti ll trnnsportcd to St. Catherine of Siena I lospital emergency room for evaluation . At St. Catherine 
ur S1en <L she \\as diagnosed with a medication reaction. treated, and \Vas di scharged. 

f)1 l-"1111\' 1·0111ir1ucd th(lt the deeedenl had <l mild inl'usion reaction arnJ that it \Vas within !he 
st<md:1rd o l care l n premedicate her and continue the Acternrn because it was providing some reli ef to the 
ckcedc'lll. I hcrel(irL'. the decedent was instructed to take an antihistamine. Zyrtec. 011 May I 6. 20 I 0 and 
un thL' mnrning lll \fay 17. 20 I 0. prior to the ne\ t infusion with Actcmra. Nurse Crichlmv was present for 
the :1d111 ini s tr<1 t1011 of the ini"usion with Actemra when the decedent complained of feeling dizzy and 
lightiiL':llkd alkr recei\ ing I 0 cc o r ;\ctemra. She was admini stered o\ygrn and Decadron. as well as 
intra\l'll\HIS s<tl111e so lution. Dr. Furic stated that Dr. Rumo re e\aluatecl the decedent upon being notiticd 
111 hn rcac tiun. <md ~1i"tcr a ··\cry brief period." E\11S was called. The decedent"s pul se began to focl e and 
CJ>R \\,.1.s u11rn 11L'nced . <l n :\IJ) \\'a S set up for EKG monitorin g. and she was adminiskred epinephrine. 
I. 'pu n <1 1-ri \ a l t\ 1 St. Catherine of Siena emergency room. the decedent was intubated and resusc itated. I !er 
di i lL·n:11 t i ~ tl di~1gnusis \\as anaphyla .\i s for which she was adm ini stered high doses or intra ve nous steroids. 
r lll\\C\ er. the lkccdent died on May 18, 20 l 0 from anaphylaxis. 
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It is lk l uriL··s opinion within a reasonable degree of medical certainty thar at all times. the care 
~rnd trL'atmrn1 rendered by Dr_ Hamburger and the staff at Rheumatology Associates fully comported with 
the standard ul' care. Dr. Furie continued that Dr. Hamburger appropriately initially prescribed Acternra 
un 1 cbrumy 9. 20 I() in I ight of her physical condition and diagnosis: that he appropriately advised the 
lkccdcnt ol the risks. potential complications and alternatives to treatment with Actemra, including 
~illcrgic reactions. anaphylactic reactions and death: and appropriately obtained decedent's consent for 
ad111i11istratiu11 oi'the drug. He continued that the proper dosage of medication \Vas prescribed, the 
decedent \\as appropriately monitored on February 9. 2010, March 10, 2010. and April 7. 2010. Dr. Furie 
stated that Dr. Hamburger prescribed Actemra in an appropriate dosage on May 5, 20 I 0, in accordance 
\\ ith the standard oi care. and Dr. Schulman and the nursing staff appropriately responded when the 
decedent cle\ eloped symptoms. timely called EMS. and had her transported to St. Catherine of Siena for 
n aluation. 

Dr. h1rie opined that Dr. Hamburger comported with the standard of care in prescribing Acternra 
on \!lay 17. ~010 despite the decedent's previous infusion reaction, as the decedent's previous reaction did 
not comport with a moderate or worse allergic reaction to Actemra because there was an absence of 
mucosa. cutaneous. and respiratory symptoms. and no hypotension. Dr. Furie continued that Dr. 
! lam burger appropriately balanced the decedent's severe and progressive course of rheumatoid arthritis 
with her favorable response to Actemra, the decedent's desire to continue the medication, and the prior 
infusion reaction in considering whether to continue treatment with Actemra. He continued that it was 
within the standard or care for Dr. Hamburger to use his best medical judgment to prescribe Actemra on 
\fay 17. 2010. with antihistamines and steroids prior to its administration to prevent an infusion reaction: 
that appropriate and sufficient antihistamines and steroid medication were ordered in accordance with the 
standard of care: and that he ordered an appropriate dosage of Actemra on May 17, 2010. Dr. Furie added 
that the staff nurse Crichlow, and Dr. Rumore, comported with the standard of care in their treatment of 
the decedent after she developed symptoms on May l 7. 20 I 0: recognized and responded to those 
symptoms. and timely and appropriately administered CPR. 

It is noted that the discharge summary from St. Catherine of Siena, by Lalitha K. Ranga, M.D., 
dated \!fa: 18. 20 I 0. indicated that the patient was a 67 year old female with past medical history of 
severe rheumatoid arthritis who was being infused with tocilizumab (Acternra) at the office of her regular 
hematologist. Dr. I !amburger. She had three prior infusions oCtocilizumab, but during the second 
in1·,,,i11n <.:lw ,,,rwrienced lwnotension nnd dvsnnea with shortness of breath. Because she was ·•. ··· .1 " - •· - · ~ · • ·., r · -- ·-· · · --- · · ··-., ·. 1 - · --- · · · · · · · -

syrnptmrn1tic. she \\as gi\cn steroids and sent to the emergency room where she received steroids, 
i11t1:1\ l'llous lluick \\ct-; -;tahili1cd and discharged home. On i'vlay 17. 20 I 0. the day of her third infusion. 
a Jl.·\\ minute-; inlti the infusion. she developed dizziness. and was clyspneic with respiratory distress. and 
h: 1111k11si\ L' \\ ith a systolic pressure in the 90s. The infusion was stopped. Decadron 4 mg was given. and 
she \\~ls tr~mskrrcd to the emergency room. where she arrived in asytole. CPR \Vas started and she \Vas 
'>LICC:L'sslull: rcrnscitated o\ er 20 minutes in the emergency room. She was intubated. and placed on 
J'lL'sscrs. \th:r \<lriuus \\orkups. it \\as determined that plaintiff\\as in renal failure with se\Tl'C 
lllL'l~lhlllic ~1cid,1sis. and encephalopathy secondary to cardiac arrest. Seizure activity developed and was 
trccitcd. ])r Ranga stated that after much discussion, the family signed DNR papers. however. full 
trL'lltll1L'lll rnntinunl and she died on May 18. 20 l 0. 
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I he_' :iu1ops: report hy Odette R. Hall. M.D .. dated July n. 2010. stated the cause of death of the 
dccl'lirnt 11~h .. a11~1phylaxis during intr~l\cnous infusion of tocili7L1mab for the treatment of rheumatoid 
arthritis.·· 

13as<.'d upon the foreguing. it is determined that even if defendants· evidentiary submissions were 
111 admissible J(inn. de!Cndants have not established prima facie entitlement to summary judgment, and 
pLlinti fl has rais<.'d l~1ctual issues which preclude summary dismissal of the complaint as to Dr. Hamburger 
and Rhn1rnatoicl Associates. Although Dr. Furie stated that Dr. I famburger and the defendants comported 
with the stancidrds of care in ordering and in the administration of Actemra for the plaintiff~ even after the 
first allergic reaction/infusion reaction of May 5, 2010, he does not set forth the standard of care 
concl'rning administration of Actemra after such reaction. Nor did he indicate the warnings and 
precautions contained in the literature about continued use of Actemra after such reaction. There are 
l~ictual issues raised by Dr. Furie concerning whether the decedent suffered an infusion reaction or an 
al lcrgic reaction on '.'v1ay 5, 2010, and he does not define the terms to differentiate between both 
conditions. or state the bases for his opinions. There are factual issues concerning whether Dr. Hamburger 
should have considered whether the decedent suffered an allergic reaction on May S, 2010, whether Dr. 
I lam burger should have stopped the Actemra after May 5, 2010, whether Dr. Hamburger should have 
urdercd premeditation \Vi th steroids in addition to the antihistamines prior to administration of Actemra on 
May l 7. 2010: and whether Dr. Rumore should have administered epinephrine at the ofiice with the onset 
of' the anaphylactic shock. Although Dr. Furie stated that Dr. Rumore administered epinephrine, Dr. 
Rumore stated that epinephrine was not ordered by him. The ambulance record indicates epinephrine and 
atropine were administered by them. There are factual issues as to whether or not the epinephrine was 
timely administered and whether Dr. Rumore departed from the standard of care in not having epinephrine 
administered prior to when it was on May 17, 2010. These factual issues preclude summary judgment to 
Dr. Hamburger and Rheumatology Associates. 

Tu rebut a prima facie showing of entitlement to an order granting summary judgment by the 
dekndant. the plaintiff must demonstrate the existence of a triable issue of fact by submitting an expert's 
anidm it of merit attesting to a deviation or departure from accepted practice. and containing an opinion 
that :he defendant's ~icts or omissions were a competent-producing cause of the injuries of the plaintiff 
( \l't' Lff\-/1itz 1· Beth Israel !Vied. Ctr-Kings Highway Div .. 7 /\D3d 759. 776 NYS2d 907 [2d Dept 2004]: 
Domaradzki 1• Glen Cove OB/GYN As.mes .. 242 AD2cl 282. 660 NYS2d 739 r2d Dept 1997 ]). 

S11rn111:11·: j11d':'n1t·111 i-, 1wl appropriate in a medical malpractice action vvherc the parties adduce 
rnn!li1.:ting mcdic~tl e~pcrt opinions. Such credibility issues can only be resolved by ajury" (Bengston v 

Want.;. 41AD~d625. 839 NYS2d 159 r2d Dept 2007]). 

I krl'. thL· pL1i11ti !Ts have opposed the within applications by submitting a redacted expert affidavit 
without submitting an unreclacted affidavit to the court for in comera inspection. as required (ft1arano v 
llerq Hospital. 24 l i\D:?.c! 48, 670 NYS:?.d 570 f :?.d Dept I 998 / ). Therefore. the redacted version of the 
<-'xpcrt :dfob\ it suhmittccl by the plaintiff lacks cvidentiary \aluc (il1arano v ,7i1ercy Hospital, 241 AD2d 
48_ (171l :\YS2d 570 f 2d Dept 1998J ). ··A party may successfully oppose a summary judgment motion 
11 itlwut di"c/osing the names of the party's expert witnesses. Tn opposition to such a motion the party 
dc!'t:mling agai11st a -.,ummary judgment motion may serve the mo\·ant with a redacted copy of its expert's 
,lllirm<!tion ai'lid~l\ it els long as an unredactcd original is provided to the court for its in camera inspection 
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(l/ara110 t' :llaq Hmpital. s11p1·u). This procedure preserves the confidentiality of the name of plaintifrs 
lllL'dical e\:pert \\hi le also preserving plaintifCs obligation in opposing clefendant"s motion. in that by 
submitting a redacted affirmation and by offering the original to the court for in camera inspection. 
plaintiff has upposecl the motion by evidence in admissible form (Rubenstein v Columbia Presbyterian 
Uedica/ Ce11ter. 139 l\lisc2d 349, 527 NYS2d 680 [NY County 1988]). A copy of the affidavit with the 
e\:Jll.'rt·s nCJrne and signature have not been provided to this court under separate cover. Accordingly. 
pli1intitrs e\:pcrt affidavit is not in admissible form sufficient to raise a triable issue of fact as to the 
defendants· alkged malpractice (Rose v Horton Medical Center. 29 AD3d 977, 816 NYS2d 174 [2d Dept 
20U6 J J. 1 ltl\\ e\ er. def'endants have not objected to the same 1

• and in considering said expert aflidaviL it is 
deterrni111..'d that the plaintiff raises factual issues to preclude summary judgment, even had defendants 
demonstrated prima facie entitlement to summary judgment. which they did not. 

Plaintiff· s expert avers that he/she is licensed to practice medicine in California and is board 
certified in internal medicine. rheumatology, and allergy-clinical immunology. He set forth his education 
and training. and the records and materials reviewed. Plaintiff's expert stated that an allergic reaction 
occurs \Vhen the immune system aggressively reacts to a non-threatening substance, causes the release ot: 
among other chemicals. histamines and leukotrienes from tissue, which in turn trigger an inflammatory 
response. During an anaphylaetic reaction, mast cells and basophil cells release histamine which can 
cause inflammation of the airway with attendant difficulty breathing. Within the cardiovascular system, 
vasodilation. or widening of the blood vessels occur. The blood vessels become porous and leak vital 
plasma and fluid, with poor perfusion to the skin and vital organs, causing pallor. The dilated blood 
'cssels also make cardiac function difficult, typically causing a drop in blood pressure with attendant 
diz;:i ness and I ightheadedness. Leukotricnes. he stated, have a slower onset with more powerful and 
longer lasting effects. The plaintiffs expert continued that anaphylactic responses carry the risk of death 
due lU lack of oxygen or cardiac and/or organ failure due to poor perfusion. Once the immune system 
recognizes a normally non-threatening substance as threatening, it will likely continue to do so, with 
subsequent reactions typically more intense. as the body engages in boosting to produce more and more 
antibodies to fight the threat. 

Plainti tTs e\:pcrt stated that once a patient demonstrates clinical signs and symptoms of an 
anaphylaetic reaction. the trigger of the reaction should either be discontinued permanently or 
administered \vith caution and with sufficient epinephrine to counter the reaction. Epinephrine, he stated. 
i-._ 1:i,. -,L1;1,L,r,J 1;t'.t1rn,'nt for <rnaphylactic reactions and should be administered as soon as there arc 
ind1ciltiuns of ;m anaphylactic reaction. Plaintiffs expert continued that Dr. Hamburger's decision to 
;1drni11istc1· .\ctcmra on f\lay 17, 20 l 0 \\as a departure from good and accepted medical practice. The 
L1ilurt..' tu ;1drni11ister epinephrine immediately was also a departure from good and accepted medical 
rir;iL"t ict..' 

! Delc11da11h obicct to plaintiffs expert out-of~state afficlcn it because it lacks a certificate of 
c1111l(irmil). howl'\ er. because the person administering the oath for the out-o/~statc affidavit is a notary. 

tl1t.. ~1flld<1\ it dues not require authenticating certificate (see CPL.R 2309 (c). lliid(irst Bank I' Agho,_ 
:\ D1d_. l)C) ! '.\YS2d 623, NY Slip Op 05788 [2d Dept 2014 /: F'rm/ llfotor Credit Company•' Preslige 
Goll'll C/ea11i11;;Service, Inc .. 193 Misc2cl 262. 748 NYS2d 235 [Civ Ct Queens 2002]: Fintcom 
Broatlcml Serl'ice.\ 1• New York Sound, Inc., 184 l\1isc2d 524, 709 NYS2d 329 [Civ Ct New York 
c lllllll_\ .:'()()()I I 
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i>icii11t1!'1-s '-'\pert stated that on May 5, 2010. seven minutes alter receiving intn1\'cnous Acternra. 
thr_' dcccdc111 hl·gan lei suffer an adverse respiratorv reaction to the medication with a wheeze. shortness of 
hrl'ilth ,md dCCL'Ssory muscle breathing: she \Vas not moving air wel L she became pale and experienced a 
drup in blood prL·ssurc: lightheadedness. and dizziness. She was administered Decadron. oxygen. and 
norn1,i1 s~tlinc. and \\CLS seen at St. Catherine of Siena where she was stabilized and discharged. 
lhcrc,dtLT. on May 1 7. 2010. Dr. Hamburger decided the decedent could continue receiving Actcmra and 
that she should he pre-medicated vvith an antihistamine and an anti-inflammatory '·to diminish the 
likelihood ol recurring and magnitude."' After administration or 100 ml of the medication, the decedent 
became cli//y and lightheaded: the Acternra was stopped and saline infused. Her oxygen saturation 
dropped to 86°0 and her blood pressure dropped. Decadron was administered "'with no improvement 
noted." Plaintiffs expert continued that epinephrine was not administered. The decedent became 
unrcsponsi\C and \\as taken to St. Catherine of Siena Medical Center, where she died on May 18, 2010. 

PJainti rrs expert disagrees that the reaction the decedent experienced on May 5, 20 l 0 was·· a 
minor allergic reaction." He opined that it was a major anaphylactic reaction to Actemra manifested by 
respiratory distress secondary to constriction of her airway, drop in blood pressure, dizziness, 
lightheadeclncss. and paleness due to vasodilation. He continued that even assuming the reaction was 
mi nur. the mechanism o C boosting \Vould cause subsequent reactions to be predictably worse. Therefore, 
stated plain ti fr s expert. conflicting 1.vith the opinion of Dr. Furie, the decision by Dr. Hamburger to 
administer !\ctemra to the plaintiff on May 17, 2010, was a departure from good and accepted standards 
of' medical practice. Thereafter, when the decedent suffered another severe anaphylactic reaction to the 
/\ctcmra. Epinephrine. the only medication that can reverse the effects of anaphylactic reaction, was not 
timel;c administered. This failure to administer epinephrine, he stated, was a departure from good and 
accepted standards of medicine. These failures and departures from the standard of care, concluded 
plaintiffs expert. were the proximate cause and a substantial factor in causing the plaintiff's decedent's 
death due to severe anaphalytic reaction to Actcmra administered on May 17, 2010. 

,\ccordingl:-'. motion (004) for summary judgment dismissing the complaint as asserted against 
:\la:-: Hamburger. T\1.D and Rheurnatology Associates is denied in its entirety. 

FINAL DISPOSITION 
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