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PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION (425) 486-8788
NAME OF NONVIDUAL TO WAIOM REPORT ISSUSD PERICO OF NSPECTION |CF. NUMBER
6/5.15/2001
10; . _Dana C, Masthews, M.D, :
TITLE OF INDIVIDUAL TYPE ESTABUSHVENT INSPECTED
Principal Investigator Sponsor/Investigator
PO MAME NAME OF FIRM. BRANCH OR UNIT NSPECTED
Fred Hutchinson Cancer Research Center Same
W STRELT ADDRESS OF PREMISES INSPELTLD
1100 Fairview Avenue North Same
[CITY AND STATE (2 Codg) GITY AND BTATE (Zp Code) B
Seattle, WA 98109 |- Seme
"DURING AN INSPECTION OF YOUR FIRM WE OBSERVED:

;ennmmmumMhmmmammmm)mmmmMuwmmy

A) The following sebjects experienced SAES that were reported 1o FDA in IND === Anzual Reports but were not prowptly repocted

hSABrepwu:oanDA,Sabje’a S —— ST

B) Subject == sxperienced an SAE on 6/23/99 and it was not received by the IRB until 11/3/59.
el -

C) Sthjectmmm' experienced m SAE on S/18/96 and it was not received by the IRB until 1/797.
D) Subject s mmmmmlxmmmmhmqomuﬁmmukmup&uzomm.

2 ‘lbmmchnﬁudumhbm-dwxmn— These data sets reside with the investigasor, the
 coordimator, and the Fred Hutchinson Cancer Research Center, FDA inspection tear was not informed that the data set within
d Hutchinson Caacer Research Center contained IND swmm3pecific information unti] the 6¢h day of the inspection by the sub-
T . Thers is 5o record of cross-validation of the threo data sets. There is no documentztion that any plan for verifying data
Mgzkyoftbem«dmmbinphee.

3. In2review of 27 subject recards, in possession of the study coondinator, the following subjects were hospitalized without any
otification 1o FDA or the IRB of the occurreacs of an SAE: m_ﬂ!-’l_——_—-

4 Manthh“Mm,cp&ym«hmdwmw
INDe== 35 evidenced by te followicg:

A) There is no documentation that case report forms (CRFs) for the protocols went through a review and approval process, The smdy
coordinator changed the CRF's after informal discussion with the investigator without establishing the purpose and intent of the CRFs.

8) The CRFs are different from chart to chant and were chaaged dmhzmmofad:dhhdwm

<) mwmcnrummmawfamwwmummmwmmmmmubjem'
chacts, mmdmﬁduﬂptemwmlbendodqofm

D) There are subjects’ records and IRB cammespondence where white-out was used to obliterate the otiginal record. There is no
docamentation that the investigator commented on this practice, .

' 3 DATEEIUES
Carl A. Anderson, Investigator Jume 15,
Connie P, Rezendes, Investigator 2001
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

OFFICE ADORESS AND PHONE NUMBER DATE(S) OF INSPEGTION
12201 231d Drive S.E. 9/17-282001
Bothell, WA 98021 AR
(425)485-8788 3034598
NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT 15 ISSUED
10: Janet Eary, MD
TN NAME STREET ADORESS
University of Washington Medical Center POBox 356113
CITY. STATE AND ZP CODE TYPE OF ESTABUSHMENT INSPECTED
Seartle, WA 98195 Clinical Investigtor
DURING AN INSPECTION OF YOUR FIRM | OBSERVED.

In refecerce to your participation in protocols under IND [l

1. Subjects' case histories.

Subject case histories do not contain adequate information as evidenced by:

A. hehdonmmdy Prior to April, 1999 there is no documentation for inclusion into investigative procedures. After April
26, 1999 the form, Notics of Patient Inclusion, is used. The form is an advance potice predominantly signed by the study
coordinator, oot the investigator, This form does not have specific physician/investigator ordess for subject inctusion into
lodine-131 BCS antibody treatment.

B. There are 20 physician crders for the dosimetric dose of lodine-131 BCS.

C. There s no decumetatica that the principal investigator spproved the thérapentic doses of 131-lodine-BCS that the
sebinvestigator, Dr, Eary, calculated 2nd prescribed for subjects based oa dositmetry.

) .
0. In 13 of 25 chans reviewed there are 0o signed physician orders for the therapeutic dose of lodine-131 BCS antibody
treatment.

E mmxmmma»m@uamm»mn&wﬁum
products was present, or provided oversight. during the infusions.

F. For 15 chauts reviewed for data regarding lungs acd kidaeys there are 0o source documents to verify the radiation absorbed

doses for the kidneys, based on dosimetric calculations, that Dr., Eary reported to the principal investigator. For 7 of the same
15 charts thers are no source documents to verify the radiatica absorbed doses for the lungs.

G. There are aumerous markovers and obscuriag of original dazs in the subject charts. For example, the case history for
subject QD tere is dosing information written in peacil with erasures of original data and replacament data filled in,

2. informed Conseat Form (ICF):

A. la protocol fl) S subjects received more than the upper limit of @lPmilliCuries of radiation administered in violation
of the IRB approved ICF.

B. There are no scan reports for the images scquired after the diagnostic doses of 131-lodine-BCS, or any other documentation
that the sub-investigator o¢ scaff reviewed the images as required by the [RB approved ICFs for both protocols gilf* and Sl
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DEPARTMENT CF HEALTH AND HUMAN SERVICES
FCOD AND DRUG ADMINISTRATION

Eﬁﬁmmmmm OATES) OF
01 23+d Drive SE, 9/17-28/2001

Bothell, WA 98021

FEI NUMBER
(425) 485-8738 3034598
NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT 15 1ISSUED
10: Janet Eary, MD

FIRM NAME STREET ADDRESS
University of Washington Medical Center PO Box 356113

| 7Y, 5TATE AND 2% COCE TYPE OF ESTABUSHMENT INSPRCTED
Seattle, WA 98195 Clinical Investigtor

3. Test Asticle:

Regarding bateh production records for manufacaure of 131-Iodine-BCS that was the responsibility of Dr. Eary:

A. There is no documentation of the review and approval of the protocol (revised 1989 version) for the manufacture of the
131-lodine-BC8 by the subinvestigator. hMmtbmmhndedxmzabdnmlthumwaﬂof
the subinvestigator.

B. naesnwmeolpepmdSmba 10,2001 that has not yet boen nsed. This protocol, presented to FDA during
mwwmumm«wwuw

C. There is 0o documentation that microbiology tests that are part of the baich production records have been reviewed by the

SEE /éév- 7C01A.Andason.hvesdw~ September 28,
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

FOOD AND DRUG ADMINISTRATION
TISTRICT OFMICE ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION |
22201 23rd Drive S.E. 09/14/01 & 10/24-26/01
Bothell, Washington 98021-4421 " |FEI NABER
425486-8788 :
NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED
ro:Dana C. Matthews, MD.
FatM NANE STREET ADCRESS
Fred Hutchinson Cancer Research Ceater 2 1100 Fairvicw Avenne North
CITY, STATE AND ZP CODE . TYPE OF ESTADLISHMENT INSPECYED
Seatfle, Washington 98109 1 Spousor/Investigator

CURNG AN INSPECTION CF YOUR FiRM | OBSERVED:

L mmhmmpuﬁrwmmmammmdmmwmm
(BCS) for studies condneted tnder IND S and of the manufacturing facility at Fred Hutchinson Cancer Research Center

since the Spring of 1996,

Linda S. Leja, CSO
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