IRB Approval Letters



MD ANDERSON
CANCER CENTER

DATE: APR 07, 2009

TO: Lewis Foxhall M.D.
223

FROM: IRB Coordinator
O0ffice of Protocol Research
Unit 574

SUBJECT: Continuing Review Contingency Met
Continuing Review of Protocol DRO7-0819

Title: Assessing Problem Areas in Referrals in Chronic Hematologic
Malignancies and Developing Interventions to Address Them

The M.D. Anderson Cancer Center Institutional Review Board (MDACC IRB4) chair or
designee approved the above named and numbered protocol since the CONTINGENCY
outlined by the committee at the DEC 18,2008 meeting has been met as of MAR 30,
2009.

All research related activities may continue for another 365 days from DEC
18,2008.

If you have any questions regarding this matter, please call the Office of
Protocol Research at (713)792-2933 or send an email to IRB CONTINUING
REVIEW@mdanderson.org.

Thank you for your cooperation.
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Leona Bartholomew, EdD
UT-H - 5PH - Health Prom & Bahavioral Sci

Decombear 23, 2008

HSC-5PH-07-0187 - Assessing Probdem Areas in Referals for Chronic Hemalological
Malignancies and Developing Intervantions fo Address Them

Pi: Leona Bartholomew, EdD

PROVISOS: Unbess otherwise noted, this approval relates to the research to be conductad undsr
the above referenced title andfor to any associated materials considered at this meeting, e.g.
study documents, informad consents, efc.

NOTE: K this study meats the federal registration requirements and this is an mvestigalor-initiated study,
or i the Pl is the study sponsor or holds the INDVIDE applicable to this shady, ammumnmhm
registered this trial on the national registry, you are required o register this trial on the national at
mmﬁrhnﬁhm&mwﬂhhrpﬂrmmdpm“ For
contact Monroo at 713-500-7903.

APPROVED: By Expedied Review and Approval
REVIEW DATE: Decamber 22, 2008
APPROVAL DATE: Dacembar 23, 2008 EXPIRATION DATE: 11/30/2009

CHAIRPERSON: Anne Dougherty, M.D. ,/ W/ <

Upon review, the CPHS finds that this research is being conducted in accord with its guidelines
mummmmmwwmmﬂwwl}wmﬂdwh
Commitiea. This approval, subject to any listed provisions and contingent upon compliance with
the following stipulations, will expire as noled above:

from the CPHS. ALL PROTOCOL REVISIONS MUST BE SUBMITTED TO THE SPONSOR OF
THE RESEARCH.
e

menm Informed consent must be obtained by the Pl or designea(s), using
format and procodures approved by the CPHS. The Pl is responsible 1o instruct the designee in



the maethods approved by the CPHS for the consent process. The individual obtaining informed
consant must also sign the consent document. Aftached is the approved and validated informad
comsent form.  You must discard all previous nformed consent documents being used and
appropriately daied. stamped approved informed consent form can be used when
obtaining congent,

UMANTICIPATED RISK OR HARM, OR ADVERSE DRUG REACTIONS: The Pl wil
mmmnCF%dﬂHWMMMMhMWm
of any sorous harm fo subjects, and of any adwarse drug reactions.

RECORDS: Tha Pl will maintain records, including signed consent documents i
requirad, Inam;mmmmmhlh i



Office for Homan Research Studies

ﬁ Dans Farber Cancer Institute

- - 20 Orvverland Street

DANA-FARBER/PARTMNERS Boston, MA 02115
CaNEIREARDR {B1T) 632-3029

Continuing Review: Notification of IRB Approval/Activation
DFCI Legacy #: 07-303

Date: 10232008

To:  Gregory Abel, MD, MPH

From: DFCI OHRS

Title of Protocol: Referals for Chronic Hematological Malignancies: A POP Survey
IRB Continuing Review #: 1
IRB Review Type: Expedited

£(b) Continuing review of scarch previously approved by IRB where no
subjects have been envolied and no additional risks have been identified.
9 - Contimuing review of rescarch not under an IND or IDE where calegorics 2-8
do not apply but the IRB has determined and documented at a convened meeting
that the rescarch mvolves no grester than minmal risk and no additional risks
have been wdentified.

IRB Approwval Date: 10423/ 2008

IRB Expirdion Date: 104232008

This Projet has been reviewed and approved by the DFCI IRB, Assrance # FWAD0001121. During the
review of this Project, the IRB specifically considered (i) the risks and anticipated benefits, if amy, to
subjects; (ii) the seledtion of subjects; (iii) the prooedores for sccurng and documenting informed consent;
(iv) the safaty of subjects; mnd (v) the privacy of subjects and confidentiality of the data,

As Prncipal Investigator you are responsible for the following:

1. Submisgion in writmg of any and all changes to this pmject (e.g., protocol, recruitment materials, consent
form, sudy compleation, ete.)to the IRB for review and approval priorto nitistion of the change(s),
sxccpt where necessary to elminste apparent immediate hazards to the subject(s). Changes made to
eliminate apparent immediate harands to subjects must be reported tothe IRB within 24 hours.

2. Spbmission in writing of any and all adverse eveni(s) that occur during the cowrse of this project in
sccordance with the IRB's policy on adverse event reporting,

3, Submission in writing of uny md all unant icipated problems imvolving risks to subjects or others,

4. Use of only IRB approved copies of the consent formi(s), questionnaire(s), letter(s), advertisement(s), ctc.
m your rescarch. Do not use expired consent forms.

5, Informing all physicians listed on the project of changes, adverse events, snd manticipated problems,

The IRB can md will terminate projects that are not B complisnce with these requirements. Dired
questions, cormespondence mnd forms (g, contmang revicws, amendments, adverse events, safaty reports)
to OHRS, 617-632-3029.

cc:
Cregory A Abel, MD, MPH
Lysa Magaru
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