Entity Reviewer Approval Form

Directions: This form must be completed and submitted with each new IRB submission to obtain
approval to conduct the project or research study at the selected Texas Health Resources entity/entities.

e IRB submissions missing this form will not be accepted for review.

e Please provide your entity reviewer with the appropriate documentation they may need to
make an informed decision about the conduct of the project/study at your entity. Please
include, at a minimum, a protocol synopsis (when available) or the full protocol.

e Please list the name and contact information of the primary contact for your project in case the
entity reviewer has questions or needs more information.

e The entity reviewer can provide an electronic signature or may sign a hard copy/original form.

Protocol Name:

Principal Investigator:

Primary Contact for Questions:

Phone: Email:

Brief Description of Project/Study:
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Entity Reviewer Approval Form

Yes No

(Approval for each Texas Health Resources entity will be needed.)

If this is a Data Collection study, will the Principal Investigator access patient data outside of the
Principal Investigator’s patient population?

Yes No

Name of ltem(s):

Iltem Type: Device Drug

For Studies involving a Device/Drug: Is this study being conducted for an item that is FDA approved?

Please select from the list below and only make one selection.
e for non-nursing studies, if the study is to be conducted at multiple entities, then a separate form
for each entity must be submitted.

e For Nursing or THPG studies, if the study is to be conducted at multiple entities, then a single
Nursing or THPG approval can be obtained for all locations in the study (refer to Other Entities).

Entity Entity Reviewers/Approvers
(for non-nursing studies / (for nursing studies / projects)
projects)
Chief Medical Officer (CMO) Chief Nursing Officer (CNO) or
or Designee Designee
Texas Health Allen Robert Schwab John Summers

Texas Health Alliance

Monika Mathur

Kendra Slatton

Texas Health Arlington
Memorial

Kenneth Rothfield

Shonna Bracco

Texas Health Azle

Jim Sammons (interim)

Tonya Sosebee

Texas Health Burleson

Amy Papst

Jennifer Chavez

Texas Health Cleburne

(send to CNO)

Vicki Brockman

Texas Health Clearfork

Mark Montgomery

Gretchen Hunt

Texas Health Dallas

Aurora Estevez

Elizabeth Asturi

Texas Health Denton

Timothy Harris

Melissa Winans

Texas Health Frisco

Robert Bass

Dorothy (Dort) Foglia

Texas Health Fort Worth

Amy Papst

Jennifer Chavez

Texas Health Hurst-Euless- | Scott David Lloyd Julie Balluck
Bedford
Texas Health Kaufman Mark Sij Toya White

Texas Health Plano

Stephen Hadzima

Laura Massey

Texas Health Southwest

Mark Montgomery

Gretchen Hunt

N00000 0 00000000 000

Texas Health Specialty Amy Papst Pam Duffey
Texas Health Stephenville | Marilyn Brister Cindy McCarthy
Texas Health Willow Park | Amy Papst Jennifer Chavez
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Entity Reviewer Approval Form

Systemwide

Entity Reviewers/Approvers

Chief Medical Officer (CMO) —
Reliable Health

Chief Nursing Officer (CNO) —
Reliable Health

Texas Health Resources

(including central/remote
data collection projects or
projects with systemwide

Andrew Masica (primary)

Mary Robinson (alternate)

recruitment)
Other Entities Entity Reviewers/Approvers Alternate
Reviewers/Approvers
[ | | Nursing Sheree Henson Mary Robinson

Texas Health Physicians
Group (THPG)

Lynn Myers

Shawn Parsley

Texas Health Heart &
Vascular Hospital
(Arlington)

James Norcross

Sherri Emerson

Texas Health Research and
Education Institute

Mary Robinson

Teresa Turbeville

Entity Reviewer Approval

I, as the entity reviewer of the above selected entity, have reviewed the information provided to me
about this study from the investigator/study team. | approve for this study to be conducted at my entity.

Name:

Date:

Signature:
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