








Attachment 6
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	Date:
	[bookmark: Date]January 28, 2010

	

	To:
	[bookmark: To]Steve Riordan, Project Director

	

	
From:
	[bookmark: From]Kerry Levin, Chair Westat IRB    [image: ]
                                                                       

	

	Subject:
	[bookmark: Subject]Expedited Initial Approval of  Cancer Trials Support Unit, Project Number 8339
FWA 0551



As Chair of the Westat Institutional Review Board (IRB), I reviewed the materials submitted for the following: Cancer Trials Support Unit, Project Number 8339. The Westat IRB reviews all studies involving research on human subjects.  This project is funded by the Cancer Therapy Evaluation program at the National Cancer Institute. 

Westat will collect three customer satisfaction surveys; for the Help Desk, website, and patient registration. Particpants are invited by email and directed to an automated system to complete the surveys. Incentive gift cards will be distributed randomly to 10 selected participants in the study. 

The IRB regulations permit expedited review of certain activities involving minimal risk [45 CFR pt. 46.110 (b) (1)]. This study can be considered minimal risk and is approved under expedited authority. A request for a waiver of documented informed consent was also approved (45 CFR 46 117 c. 2) as the study is minimal risk and involves no procedure for which written consent is normally required outside of the research context. 

If activities change, please contact the IRB Office to ensure that the status is accurately reflected in our records. You are required to submit the study for a continuing review on or before January 28th, 2011. In the interim, you are responsible for notifying the IRB Office as soon as possible if there are any injuries to the subjects, problems with the study, or changes to the study design that relate to human subjects.

cc:	Institutional Review Board
	Jennifer Bryant



OHSR RESPONSE TO REQUEST FOR REVIEW OF RESEARCH ACTIVITY
INVOLVING HUMAN SUBJECTS

FAX: Exempt: #: 5314
To: Montello, Michael

NCI

EPN - Executive Plaza North, 7024

From: Office of Human Subjects Research (OHSR)

Nature of Research Activity:
The reporting of information through this resource is not a research activity but rather an infrastructure
development project that will be enabled by public funds expended pursuant to the American Recovery and
Reinvestment Act of 2009, P.L. 111-5. The National Cancer Institute (NCI) is developing an electronic
resource, the NCI Clinical Trials Reporting Program (CTRP) Database, which is intended to serve as a
sinale definitive snurce of infoarmation ahout all NCl-sunnorted clinical research therebv enahlina the NCI to

Original Request Received in OHSR on: 6/1/2010

Responsible NIH Research Investigator(s):  Michael Montello, NCI

OHSR review of your request dated Fri, Jun 4, 2010 has determined that:

X Federal regulations for the protection of human subjects do not apply to above named activity. The OHSR
determination of Not Human Subjects Research is based on the interpretation of 45 CFR 46 under "Research
Involving Coded Private Information or Biological Specimens” (OHRP, Revised October 16, 2008) and Guidance
on Engagement of Institutions in Human Subjects Research (October 16, 2008). NOTIFY OHSR VIA AN E-MAIL
AMENDMENT OF ANY CHANGES THAT MAY ALTER THIS RESEARCH ACTIVITY.

[0 The activity is designated EXEMPT, and has been entered in the OHSR database. PLEASE NOTIFY OHSR

OF ANY SIGNIFICANT CHANGES THAT MAY ALTER THE EXEMPT STATUS OF THIS RESEARCH
ACTIVITY.

[] NOTEXEMPT. OHSR recommends IRB review. Please forward your request to the Chair of your IRB, who
may ask you to provide additional information in order to determine whether expedited or full review is
appropriate.

Confidentiality Agreement

Reliance

Other

]
]
[1 Amendment
L]
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: an OHSR #4722 to Mike Mgntello under 5314.
Slaen/ 1%({ | 711412010

Signature / Title Date
Domestic/[nternational:

Domestic

OHSR Use Only

Human Subjects Data: Yes 01 O2 O3 C4 Os Cs
Biologic Material: No






OHSR (NiH/DDIR)

From: Montello, Mike (NIH/NCI} [E]

Sent; Tuesday, June 01, 2010 11:57 AM

To: OHSR (NIH/DDIRY}; Horovitch-Kelley, Vivian (NIH/NCI) [E}

Cc: Hering, Martha; Riordan, Steve; Mooney, Margaret (NIH/NCI) [E]
Subject: NIH IRB application for CTSU

Attachments: nihlRB.DOC; NCI_CTRP_Attachment 6_OHSR Clearance.pdf

nihIRB.DOC (51 KBNCI_CTRP_Attachm
ent 6_OHSR Cle...

Attached is the NIH IRB application for CTSU. We were advised we would need this for the OMB review. Please note we
have aiready received Westat IRB approval and it is included as an attachment in the OMB submission.

| am also attaching an example of the CTRP application that was given to the CTSU as an example.
Thanks,
mike

mike Montello PharmD, MBA

CAPT (Ret.) USPHS

Associate Branch Chief, Clinical Investigations Branch
Cancer Therapy Evaluation Program, DCTD, NCI

P: 301-435-9206

C: 301-402-0557
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REQUEST FOR REVIEW OF RESEARCH ACTIVITY INVOLVING HUMAN
SUBJECTS

INSTRUCTIONS: Please type directly on this form. You can expand the document if
you need more space. If your research involves a survey or questionnaire, please attach it
to this completed form.

Completed forms (with all required signatures) may be sent to OHSR by FAX (301-402-
3443), email to ohsr_nih_ddir@od.nih.gov, or by mail (2C146). If you have any
questions, call OHSR at (301) 402-3444.

Date: _ 5/27/2010

To:  OFFICE OF HUMAN SUBJECTS RESEARCH, Building 10, Room 2C-146

From:
(Signature)

Through:
(Signature of appropriate Official for IC, e.g., Lab/Branch Chief)

Protocol Title:  Cancer Trials Support Unit, NCI

Name of NIH Principal Investigatur(/);]?ro ject Officer — Michael Montello D

IC__NCI Laboratory/Branch Cancer Therapy Evaluation Program
Building & Room No. 5130 Executive _ Tel. No. 301-435-9206_ FAX No.
__301-402-0557_

Is the Principal investigator an NIH employee? _ X Yes No

If no, please explain:

1. What is the proposed research activity that you intend to perform at NII
(please use lay terms):

The Cancer Trials Support Unit (CTSU) is a service offered by the National Cancer
Institute to enhance and facilitate access to cancer clinical trials for clinical investigators
in the United States and Canada. The CTSU maintains a broad menu of trials developed
by the adult cancer Cooperative Groups and other research consortia and works with
these organizations to offer patient enrollment, data collection, data quality management,
and enrollment reimbursement services to clinical sites entering patients in these trials. In
addition, the CTSU offers a regulatory support service to all adult cancer clinical trials by
collection of regulatory documents and maintenance of a national database of
investigators and sites. The CTSU also provides education and training for clinical site
staff and clinical trials promotion services to help increase enrollment in cancer trials. A
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large and complex information technology infrastructure has been developed to support
CTSU operations and exchange data with other data centers involved in cancer research.
Westal is the prime contractor on the project.

In addition, the CTSU conducts customer satisfaction surveys of their help desk support
activities, web site, and patient enrollment portal. The help desk survey and web site
surveys are annual. The patient enrollment portal, the Oncology Patient Enrollment
Network (OPEN) survey is an ongoing collection that is offered to users upon completion
of an enrollment. Survey results are solely used within the program {contractors and
CTEP) for quality improvement.

2. If applicable, list your non-NIH Collaborating Investigator(s). - N/A
Name Institution Address Tel. # FAX #

Steve Riordan, MBA CTSU Project Director, Westat 301-517-4045
1441 W. Montgomery Ave.

Rockville, MD 20850

WB366

3. Proposed start date of ymir research _ Ongoing
Proposed completion date Ongoing

4. Will you be these samples or data?

Collecting Yes/No
Receiving Yes/No
Sending Yes/No

5. Do the samples or data:
(a) Already exist? X Yes No

(b) Or are they being collected for the express purpose of this study? _ Yes
_ X No

If “yes,” please describe:
(c) Or a combination of (a) and (b)? X Yes No -

- Survey data is collected for the purposes of process quality improvement on the
CTSU project. Forms used to process regulatory and administrative information
would be collected locally at the Cooperative Groups, Phase 2 Consortia, and other

CTEP-supported grantees and contractors if CTSU did not provide centralized
administrative services.
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6. What role will you have in this research project? (Check all that apply)
____Analyze samples/data only.
~ X Consultant/advisor to collaborator(s) listed above.

____Author of the protocol that is being implemented by your collaborating investigator
(identified in question #2).

____Co-authorship on publication(s)/manuscript(s) pertaining to this research.
~ Youor NIH hold an IND for this research.

___Decisional authority over the design or implementation of the research at the IRB
approved site? If so, please explain.

X Other (If necessary, use this space to describe your role in this research),

The CTSU is not a research activity, but an operational program. [ serve as the CTEP
Project Director for the CTSU. Per contract requirements, survey results and analysis
are submitted to CTEP for review and comment.

7. Where are the subjects of this research activity located?

As this is an operational program, the CTSU is not directly involved in interactions with
research subjects participating on CTEP-sponsored protocols, but is responsible for
collection of regulatory and administrative data, and for select protocols, for data
management activities. CTSU staff interacts with Cooperative Group and Phase 2
Consortia (P2C) administrative staff, as well as stafT at the clinical sites participating in
the above referenced programs.

Customer satisfaction surveys are submitted to a randomly selected set of Cooperative
Group, P2C, and clinical site stafT that have utilized help desk, web site, or OPEN
services. For the help desk and web site survey the user pool consist of recent users
within the last six months. As stated earlier, the OPEN survey is ongoing and offered to
all users completing an enrollment in the OPEN system. All surveys are voluntary, and
there is no penalty for not completing the survey. Respondents to the help desk and web
site survey may choice to take part in a $25.00 gift certificate giveaway. The winner of
the gift certificate is chosen randomly. Employces of the contractor are not eligible to
participate in the giveaway.

8. If human subjects are located elsewhere (not at NIH), will you have direct

contact or intervention with them? (Examples: as subject's physician; in obtaining
samples directly from the subject; by interviewing the subject?) Yes X No
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9. What kind of human samples (e.g., tissue, blood) or data (e.g., private
information, responses to questionnaires) will be involved in your research?

Surveys are conducted using Zoomerang™ a web based survey tool. Users are asked
approximately 15 to 20 multiple choice questions with a free text comments field.
Surveys consist of 5 to 8 core questions used to quantitatively demonstrate trends in user
satisfaction over time. Other questions are used to measure user satisfaction with new
features or services, and to determine the frequency of application/service use by the
respondent. No questions collecting personnel identifying data, or questions considered
to be of a sensitive nature are included in the surveys,

For patient enrollment data, and on studies for which CTSU is responsible for data
management, data is de-identified prior to submission, or standard operating procedures
and system security are implemented limiting data access. Data access is limited through
management controls such as system rules of behavior and disaster recovery plans;
technical controls such as user ID and password protections, and SSL Encryption layer;
and operational controls such as security awareness training and confidentiality
agreements. A full itemization of system controls is available in the CTSU Privacy
Impact Assessment document.

10. If the samples, data do not come from an IRB approved protocol, do they come
from:
(a) Repository Yes ~ No

(b) Pathological waste Yes No

(c) Autopsy material  Yes  No
(d) Publicly available soutce ___Yes _ No
(e) Other X: Customer Satisfaction Surveys.
11. Please check the box(es) that apply(ies) to the samples/data that you will receive.

(a) Samples and/or data will be anonymized/unlinked. (The samples/data cannot
be linked to individual subjects by you or your collaborators at other sites.)

(b) ___ Samples and/or data will be coded, however that code cannot be used by
either the sender or the receiver to identify specific individuals.

(¢) X __ Samples and/or data will be coded so that the provider of the samples/data
can link them to specific individuals but the receiver will not be able to do so.
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Comment:

For survey data, data can be linked back to the respondent via the CTEP-IAM e-mail
address, but this is not done for purposes of analysis, and this information is not available
to CTEP staff receiving the analysis report.

Comment:

Operational and administrative data submitted by clinical sites is captured in the CTSU
Enterprise Database, Information on participating sites, investigator, and clinical site
support staff (associates) is available to CTEP, Cooperative Group administrative staff,
and CTEP-contractors. Access to the system is password protected through integration
with the CTEP-IAM, and additional approval privileges are required.

For patient enroliment data, and on studies for which CTSU is responsible for data
management, data identifiers may/may not be removed based upon the requirements of
the sponsoring Cooperative Group or contraclor. Please refer to question #9 for a data
access and sccurity summary.

12.  Will you send results back to the provider(s) (listed in question 2 of this
form)?

(a) X _No, I will not send results back to the provider(s).
(b) _ Yes, I will send aggregate results to the provider(s).

(¢) ___ Yes, [ will send results to the provider(s) that are linked to identifiable
individuals.
If yes, does the provider intend to link your data to identifiable individuals?
Yes No

13. Has the research activity that you are propoesing in this form been approved by
an Institutional Review Board (IRB) elsewhere?

I, Yes, the NIH research activity has been reviewed by the following IRB (s)
(Please provide the following information for each IRB):

Westat IRB Name of institution that provided the review
650 Research Blvd., Rockville, MD 20850 Address of reviewing institution

_Steve Riordan (Project Director) Name of PI for the IRB approved protocol

___Cancer Trials Support Unit Title of IRB approved protocol and protocol #

FWAO00005551 Federal Wide Assurance (FWA) number**
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No IRB review of the research activity described in question #1 above has
taken place

(**An FWA is a contract between the U.S. Department of Health and Human Services
(DHHS) and an entity receiving DHHS funds to conduct clinical research that the latter
will follow ethical guidelines and federal regulations for the protection of human
subjects. For a list of domestic and international institutions go to
hitp://ohrp.cit.nih.gov/search/asearch.asp#ASUR

14. Per NIH guidance***, have conflicts of interest by NIH employees, if any, been
resolved?
X Yes No

If your answer is no, please see your Clinical Director about this matter before
proceeding with this research.

*#*The January 5, 2005 NIH Guide to Preventing Conflict of Interest applies to all
research conducted at NTH, http://chsr.od.nih.gov/New/mpafwa_docs.html
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OHSR RESPONSE TO REQUEST FOR REVIEW OF RESEARCH ACTIVITY
INVOLVING HUMAN SUBJECTS %\J\
/
3
FAX:  301-480-6641 Exempt: #: }é
To; Speakman, John
NCI

2115EJ - 2116 E Jefferson St, 6009

From: Office of Human Subjects Research (OHSR)

Nature of Research Aclivity:
The reporting of information through this resource is not a research activity but rather an infrastructure

development project that will be enabled by public funds expended pursuant to the American Recovery and
Reinvestment Act of 2009, P.L. 111-5. The National Cancer Institute (NCI) is developing an electronic

resource, the NCI Clinical Trials Reporting Program (CTRP) Database, which is intended to serve as a
sinale definitive solirce of information ahout all NCl-sunarted clinical research therebv enablina the NCI to

Original Request Received in OHSR on: 6/5/2009

Responsible NIH Research Investigator(s):  John Speakman, NCI

OHSR review of your request dated Thu, Jun 4, 2009 has determined that:

X Federal regulations for the protection of human subjects do not apply to above named
activity. No further action is necessary.

O The activity is designated EXEMPT, and has been entered in the OHSR database.

PLEASE NOTIFY OHSR OF ANY SIGNIFICANT CHANGES THAT MAY ALTER THE
EXEMP F THIS RESEARCH ACTIVITY.

[] NOTEXEMPT OHSR recommends IRB review. Please forward your request to the
Chair of your IRB, who may ask you to provide additional information in order to
determine whether expedited or full review is appropriate.

J Confidentiality Agreement

[0 Reliance

[ Amendment

O Other

Office Person SPC Admin Assist. CB

Note: :

Acting Director, OHSR 6/8/2009

|gnature Title Date

omestic/Inter allonal

omestic
OHSR Use Only

Human Subjects Data: Yes 01 02 O3 04 Os Ce
Biologic Material; No
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REQUEST FOR REVIEW OF RESEARCH ACTIVITY INVOLVING HUMAN
SUBJECTS

INSTRUCTIONS: Please type directly on this form. You can expand the document if
you need more space. If your research involves a survey or questionnaire, please attach it

to this completed form.

Completed forms (with all required signatures) may be sent to OHSR by FAX (301-402-
3443) or by mail (2C146). If you have any questions, call OHSR at (301) 402-3444,

Date: June 4, 2009

To:  OFFICE OF HUMAN SUBJECTS RESEARCH, Building 10, Room 2C-146

,."‘.‘- ‘
S S pen by
(Signature) '

Through: jlan'qﬂ A r&-),m-.« KQL : Depu{y Diescden BT ¢But

(Signdture of appropriate Official for IC, e.g., Lab/Branch Chief)
g pp

From:

Name of NIH Principal Investigator(s): John Speakman
1C NCI Laboratory/Branch  Center for Biomedical Informatics and Information

Technology (CBIIT), Office of the Director
Building & Room No. 2115 E. Jefferson, Suite 6000  Tel. No. 301-451-8786
FAX No. E-MAIL: john.speakman@nih.gov

Is the Principal investigator an NIH employee? X Yes _ No

If no, please explain:

1. What is the proposed research activity that you intend to perform at NIH (please use lay

terms): The reporting of information through this resource is not a research activity but

rather an infrastructure development project that will be enabled by public funds
expended pursuant to the American Recovery and Reinvestment Act of 2009, P.L. 111-5.

The National Cancer Institute (NCI) is developing an electronic resource, the NCI Clinical

Trials Reporting Program (CTRP) Database, which is'intended to serve as a single,

definitive source of information about all NCl-supported clinical research, thereby 7
enabling the NCI to execute its mission to reduce the burden of cancer and to ensure an |
optimal return on the nation’s Investment in cancer clinical research. In addition,
deployment of this resource will allow the NCi to consolidate program and regulatory |
reporting, aggregate information and reduce redundant submissions. Information will !
be submitted by clinical research adminlistrators as designees of clinical investigators

who conduct NCI-supported clinical research, -~ - -
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2. If applicable, list your non-NIH Collaborating Investigator(s). N/A

3. Proposcd start date of your research July 1, 2009
Proposed completion date ongoing

4, Will you be these samples or data?
Collecting  Yes/No
Receiving  Yes/No
Sending Yes/No

5. Do the samples or data:
(a) Alrcady exist?_X_Yes No

(b) Or are they being collected for the express purpose of this study? __ Yes _X No
If “yes,” please describe:

{¢) Or a combination of (a) and (b)? Yes No

6. What role will you have in this research project? (Check all that apply)
_ Ana!yze samples/data only.
__Consultant/advisor to collaborator(s) listed above.

____Author of the protocol that is being implemented by your collaborating investigator
{identified in question #2).

___ Co-authorship on publication(s)}/manuscript(s) pertaining to this research.
___Youor NiH hold an IND for this research,

___ Decisional authority over the design or implementation of the research at the {RB
approved site? [f so, please explain,

__X___Other (If necessary, use this space to describe your role in this research). This is
not a research activity. | serve as the acting program manager for the NCI Clinical Trials
Reporting Program and have been the project lead for the development of the CTRP
Database.

7. Where are the subjects of this research activity located? There are no research

subjects as the collection of information through the CTRP Database is not a research
activity. Only clinical trials registration information, including information about trial
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protocols, clinical investigators and template informed consent documents, is currently
proposed for collection through this resource,

8. If human subjects are located elsewhere (not at NIH), will you have direct
contact or intervention with them? (Examples: as subject's physician; in obtaining
samples directly from the subject; by interviewing the subject?) N/A

9, What kind of human samples (e.g,, tissue, blood) or data (e.g., private
information, responses to questionnatres) will be involved in your research? NONE

10. If the samples, data do not come from an IRDB approved protocol, do they come
from;

(a) Repository ______Yés ___No

(b) Pathological waste Yels ____No

(¢) Autopsy material ___ Yes__ No

(d) Publicly available source ___Yes ___No

{e) Other: Submissions will include the trial protocel document, the template
informed consent document, and IRB approval documentation, If available, and the
following data elements relating to trial registration:

Lead organization

Lead organization trial Identifier

NCT number

Principal investigator

Protocol title . e e,
Trial type

Trial phase

¢ Trial purpose

¢ Sponsor

+ Responsible party’s work emall address

s Responsible party’s work phone number

o Summary 4 funding typ}e )

e Summary 4 funding sponsor

e NiH grant funding mechanism
a  NIH institute code

# Serlal number

s NCl division/program code

s Current trial status

* & ©o L B e
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s Current trial status date

Trial start date {actual or anticipated)

Primary completion date {actual or anticipated)
IND/IDE number

IND/IDE grantor

IND/IDE holder type

¢ Expanded access type {if applicable)

11, Please check the box(es) that apply{ies) to the samples/data that you will receive,

(a) Samples and/or data will be anonymized/unlinked. (The sampies/data cannot
be linked to individual subjects by you or your collaborators at other sites.)

(b) ___ Samples and/or data will be coded, however that code cannot be used by
either the sender or the receiver to identify specific individuals.

(¢} ____ Samples and/or data will be coded so that the provider of the samples/data
can link them to specific individuals but the receiver will not be able to do so.

Names, work telephone and work email information concerning clinical
investigators, not research subtects or patients, will be submitted.

12. Will you send results back to the provider(s) (listed in question 2 of this
form)?

(@) ___ No, [ will not send results back to the provider(s).
(by ___ Yes, I will send aggregate results to the provider(s).

(¢) __ Yes, I will send results to the provider(s) that are linked to identifiable

individuals.
It yes, does the provider intend to link your data to identifiable individuals?
a. Ycs No

(d}y X Other Submitters will have full access to the CTRP Database with
respect to informatlon they have submitted. Further, the CTRP Database
automatically generates, as a by-product of CTRP registration, trial summary files
{in XML format) that are compatible with the requirements of ClinicalTrials.gov,
After Independently reviewing the trial ssmmaries, NCI awardees can then
choose to upload the XML files directly to ClinlcalTrials.gov in lieu of registering
their trials by manual entry through ClinicalTrials.gov's registration system.

13. Has the research activity that you are proposing in this form been approved by
an Institutional Review Board (IRB) elsewhere?
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Yes, the NIH research activity has been reviewed by the following IRB (s)
(Please provide the following information for each IRB):

Name of tnstitution that provided the review

Address of reviewing institution

Name of PI for the IRB approved protocol

Title of IRB approved protocol and protocol #

Federal Wide Assurance (FWA) number**

X No IRB review of the research activity described in question #1 above has
taken place

(**An FWA is a contract between the U.S. Department of Health and Human Services
(DHHS) and an entity receiving DHHS funds to conduct clinical rescarch that the latter
will follow ethical guidelines and federal regulations for the protection of human
subjects, For a list of domestic and international institutions go to
http/ohrp.cit,mh,gov/search/ascarch.aspf ASUR

14, Per NIH guidance***, have conflicts of interest by NIH employees, if any, been

resolved?
Yes No

N/A ~ This is not a research activity.

If your answer is no, please see your Clinical Director about this matter before
proceeding with this research.

*#+The January 5, 2005 NTH Guide to Preventing Conflict of Interest applies to all
research conducted at NTH, hup://ohisr.od.nil, pov/iNew/mpaliva docs.hitml
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OHSR (NIH/DDIR)

From:; OHSR (NIH/DDIR)

Sent:  Monday, June 08, 2009 10:59 AM
To: Speakman, John (NIH/NC1} [E]
Subject: Request for Review Rec'd-OHSR

Good morning Mr, Speakman,

This email Is to verify that OHSR has received your Request for Review of Research and it is currently being
processed as OHSR #4722, Please use this number in any future correspondence regarding this study. We will
contact you via email if any additional information is needed. If you have not heard from OHSR within 7 business
days, please contact us.

OHSR:

Ph: 301.402.3444

Fax: 301.402.3443

Thank you,

Sincerely,

Chris Brentin

Program Support Assistant

OD/OHSR/NIH

10 Center Drive, Rm, 2C-146

Bethesda, MD 20892

301-402-863 1 (Direct)

301-402-3443 (Fax)

6/8/2009
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