Rho

RFP Specification Tool

At Rho, we believe a truly collaborative partnership begins well before study startup.
This RFP Specification Tool is an important step toward our collaborative partnership.

This tool is designed to help you identify and organize requirements around your
upcoming development program. Answers to these questions will provide our experts
a better understanding of your program so we can deliver a more thoughtful, accurate,
and high-quality proposal response.

In the pages that follow, fill in as much information as possible. Some questions may not
be applicable to your program, so leave those blank or enter “N/A” We will happily spec
out the applicable areas that you don’t currently know.

If you have any questions or would like to speak to one of our clinical trial
experts, please contact us at info@rhoworld.com or 919-408-8000.
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0 General Information

Overview i Response

Therapeutic Area
Phase
Indication

Protocol Number and Title
(Please attach protocol/synopsis if available)

Study Design

Number of Sites

Location of Sites (countries)
Number of Patients

CRO Begins Work (date)
First Patient First Visit (date)

Enrollment Period (months)

Other Key Milestone (if applicable):



0 General Information

General Services Requesting

Project Management

Clinical Monitoring

Product Safety/Pharmacovigilance
Medical Monitoring

IRT (IWRS/IVRS/RTSM)

Data Management
Biostatistics/Programming

DSMB Support

Data Standards (CDISC/Submissions)
Medical Writing

Quality Assurance Audits (Vendors, Sites, Etc.)

Other, specify:

Other, specify:

Yes

No



° Assumptions

General i Response

Number of Sites

Number of Sites Using Local IRB

Number of Sites Using Central IRB

Number of Subjects Screened / Enrolled / Completed
Vendors for CRO to Identify / Contract / Manage

Vendors for Sponsor to Identify / Contract / Manage

Study Conduct

Number of Payments per Site

Clinical Monitoring

Specify Frequency of Monitoring Visits
Specify Time on Site

Specify % Source Data Verification Requested




° Assumptions

Data Management i Response

Total CRF Pages (per enrolled subject)

Unique CRF Pages (per subject)

Estimated Number of Edit Checks

Estimated Number of Queries (per subject)

Estimated Number of Coded AEs (per subject)

Estimated Number of Coded Concomitant Meds (per subject)
Estimated Number of Coded Medical Histories (per subject)
Number of Interim Database Locks

Frequency of Data Transfers to Sponsor

External Data Vendors (e.g. Central Lab, Central ECG, etc.)

Type of Laboratory (Central vs. Local)

Biostatistics and Statistical Programming

Unique Tables
Duplicate Tables
Unique Listings
Duplicate Listings
Unique Figures

Duplicate Figures




° Assumptions

Data Safety Monitoring Board (DSMB) i Response

Number of DSMB Meetings via Teleconference
Number of Face-to-Face DSMB Meetings
DSMB Unique Tables

DSMB Duplicate Tables

DSMB Unique Listings

DSMB Duplicate Listings

DSMB Unique Figures

DSMB Duplicate Figures

Product Safety/Pharmacovigilance

Estimated Number of SAEs

Estimated Number of Expedited SAEs

Trial Master File

Electronic Trial Master File (CRO or Sponsor system)

If Sponsor eTMF, Specify System




° Assumptions

Quality Assurance Response

Number of Site Audits

Number of Vendor Audits

Meetings and Communication

Frequency of Teleconferences
Duration of Teleconferences

Number of Face-to-Face Meetings
with Sponsor at Rho

Number of Face-to-Face Meetings
with Sponsor at Sponsor

Additional Notes



Study Specifications Task List

Study Design and Materials

Protocol Development

Scientific Review of Protocol

Develop Investigator Brochure

Develop Informed Consent

Provision of FSP for document sharing

Investigational Product (IP)

IP Manufacturing
(specify manufacturer, if known)

Kit Number Generation

IP Packaging and Labeling
(specify vendor, if known)

IP Use Projections

Manage Shipments of IP

Responsibility

Sponsor CRO N/A

Comments



Study Specifications Task List

Study Initiation

Conduct Feasibility Assessment

Investigator Identification

Develop Subject Recruitment
Advertising Materials

Enterinto Clinical Trial Agreements
with Investigative Sites

Administer Payments to Investigative Sites

Plan/Coordinate Investigator Meeting

Collect/Initial Review of Informed
Consent Forms

Conduct Qualification Visits

Conduct Site Initiation Visits

Provide information for
‘Sunshine Act Reporting"

Risk-Based Quality Management

Risk Identification and Assessment

Integrated Quality Risk Management Plan

KRI Management

Responsibility

Sponsor CRO N/A

Comments



Study Specifications Task List

Conduct On-Site Monitoring

Conduct Interim On-site Monitoring Visits

Conduct Unblinded Interim On-site
Monitoring Visits (if applicable)

Conduct Study Close-out Visits

Medical Monitoring

Provide Full Medical Monitoring Services

Pharmacovigilance

Safety Database Setup and Maintenance

Safety Management Plan

Clinical SAEs- Receipt, Process,
and Distribution

Preparation and Distribution
of Dear Dr. Letters

SAE Reconciliation - Safety Database
and Clinical Database

Safety Data Review for Trends and Signals

Safety Medical Monitoring

IRT (IWRS/IVRS/RTSM)

Randomization and Platform Set-up

Include IP Tracking / Resupply

Responsibility

Sponsor CRO N/A

Comments



Study Specifications Task List

Data Management and
Clinical Database Programming

Develop CRF/eCRF

Develop the Clinical Data Management Plan

Database Development and Maintenance

Perform Data Validation Programming
(Edit Checks)

Perform Data Review and Query Management

Perform Medical Coding

SDTM Conversion

Create SDTM Datasets

Prepare Define File and Data Guide

Biostatistics and Statistical Programming

Randomization Plan

Statistical Analysis Plan

Analysis Datasets: Specifications,
Programming and Validation

Data Displays: Specifications,
Programming and Validation

Prepare Define File and Data Guide

Responsibility

Sponsor CRO N/A

Comments



Study Specifications Task List

Data Safety Monitoring Board (DSMB)

DSMB Organizational Meeting

DSMB Charter

DSMB Meeting Coordination

DSMB Meeting Preparation,
Attendance & Follow-up

Develop DSMB Analysis Plan
(including Mock TLFs)

Provide DSMB Displays

DSMB Report

DSMB SAE Management

Clinical Study Report

Prepare CSR

Prepare Subject Narratives for SAEs

and DCs Due to AEs

Assemble and Compile Appendices

Electronically Publish Final CSR

Responsibility

Sponsor CRO N/A

Comments



Study Specifications Task List

Quality Assurance
Conduct Site Quality Assurance Audits

Conduct Vendor Quality Assurance Audits

Additional Notes

Responsibility

Sponsor CRO N/A

If you have any questions or would like to speak to one of
our clinical trial experts, please contact us at info@rhoworld.com
or 919-408-8000.

Comments

Contact Us

©00000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000

rhoworld.com
Follow us on Twitter @rhoworld

RhO


https://www.rhoworld.com/submit-an-rfi-or-rfp/
https://www.rhoworld.com/
https://twitter.com/rhoworld/
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