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Enterprise Computing Account (ECA) – Access to the application requires a BCM ECA. This is also known as your Baylor email username. If you do not have an ECA, please contact the IT Service Center at 713-798-8737 or https://sso.bcm.edu.
Submitter – Person that completes the investigational device assessment form and/or application for BSLMC administrative approval for submission to the PI. This can be a regulatory person, administrative person, coordinator, or anyone working on the study with knowledge about the research study.
Principal Investigator (PI) – The person(s) in charge of a clinical trial or a scientific research grant. The principal investigator prepares and carries out the clinical trial protocol (plan for the study) or research paid for by the grant. The principal investigator also analyzes the data and reports the results of the trial or grant research. The principal investigator will receive the new application submission from their submitter for review and submission to the review team.
Review Team – Review team or Administrative Review Team is the staff in the Office of Clinical Research that will review application for completeness and seek all necessary approvals from Baylor St. Luke’s Medical Center. Review team will be the primary contacts for the submitter and PI for any questions during the review.
Institutional Approval – BSLMC administrative approval from institutional official over research. Final approval before study can start at BSLMC.
Expanded Access – The use of an investigational drug, biologic or device outside of a clinical trial for treatment of a patient.  Compassionate Use (also called Individual Patient/Small Group Access) and Emergency Use are two mechanisms of expanded access.
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Log in using your username and password. If you do not have a Baylor ECA, you can submit a request from BCM IT service portal (https://sso.bcm.edu) by entering a ticket.
[image: ]

Select Application being submitted (Device or Full Application) in the Welcome Screen:
[image: ]
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Basic Layout and Navigation
Home – takes you to the Welcome Screen.
[image: C:\Users\aresquiv\AppData\Local\Temp\SNAGHTML46ffebf8.PNG]
Help – pop-up screen with contact information.
[image: C:\Users\aresquiv\AppData\Local\Temp\SNAGHTML4702517e.PNG]
Logout – logs out of system, user name and password are required to re-enter system.
[image: C:\Users\aresquiv\AppData\Local\Temp\SNAGHTML47036d38.PNG]
Menu – allows access to new device form or application or enables you to see device form or application previously created/submitted.
[image: ]


Do not use the browser’s back button. Use the menus in the system to navigate the different sections of the module.
[image: ]
Most pages that include fields for data entry require clicking on an “Edit” button [image: ] (towards the bottom of the page) to begin.  Once in edit mode, clicking on the “Save” button [image: ] locks in the information or to exit without saving, click the “Cancel” button[image: ].
Some tables within a page include a scrolling option in order to view additional information.  Click on the scroll bar next to the table to move it up or down, left or right.
[image: ]
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Once logged into the system, you can use the Application Menu to find a previous drafted application or open a PDF of a previously submitted Device Form, Pricing Form or New Application.
[image: C:\Users\aresquiv\AppData\Local\Temp\SNAGHTML47285842.PNG]
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Select New Device Form from the Menu. Enter the PI’s name. If the PI does not have an ECA, check the box and the PI will receive an email with instructions for ECA login. Enter IRB#, if available. This will facilitate linking to full application if submitted at a future date.
[image: ]


Complete all required* fields, Save and click Next to complete next page.
[image: C:\Users\aresquiv\AppData\Local\Temp\SNAGHTML4744cc59.PNG]
Complete all required* fields, Save and click Submit. You can go back to the Menu to view your submitted device form and open and save the PDF.
[image: ]
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Attach required documents:
[image: ]

[bookmark: _Toc80083742]Start New Pricing Form
Select New Pricing Form from the Menu. Enter IRB#, if available. If IRB# is not available yet, enter a study short name or something relevant to facilitate linking to full application if submitted at a future date.  Enter the PI’s name. If the PI does not have an ECA, check the box and the PI will receive an email with instructions for ECA login. Complete all fields of the application, attach protocol, schedule of events and consent form if available. Include CPT code for all tests/procedures that pricing is requested and whether it will be done in-patient and/or out-patient. ICD 10 procedure codes may be needed for in-patient procedures. Provide any comments that may help with developing the fee schedule, i.e. alternate codes that may be utilized
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Select New Application from the Menu. 
 [image: ]
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If the answer is Yes to Expanded Access, then you will complete an abbreviated application for institutional acknowledgement of the use of test article. Abbreviated application has some of the same fields as full application below, but requires specifics about the test article, copy of protocol, consent form and IRB approval letter. Submit and we get notified that an application is ready for us to review.
[image: ]
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If the answer is No to Expanded Access, then you will answer the following questions, Save and new application for administrative review for BSLMC approval will open.
 [image: ]
 [image: ]
If the answer is Yes to Device or Pricing form and the form has not been submitted you can open the device and/or pricing form at the bottom of the application. If the answer is Yes to Device or Pricing form and they have been submitted, you can link the submitted form to the application.

[image: ]
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Complete all required* fields of new application: 
[image: ]
[image: ]
Enter the PI’s name and contact information. If the PI does not have an ECA, check the box and the PI will receive an email with instructions for ECA login. PI is required to submit the application upon completion by Submitter.
[image: ]
Enter primary and/or administrative contact’s name and contact information. If the financial contact is the same, check the box.
[image: ]
[image: ]
Save and click Next to complete next page.

Enter all study personnel that will have access to BSLMC patients and/or their protected health information (PHI). Please select if Epic access is needed and if so, whether read-only or read/write.
[image: ][image: ]


Check boxes for all department areas and regulatory committees that apply to this study.
[image: ]
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Add study documents for review. Each instance of document status must be completed to be able to Submit the application. Additional documents, not listed or if there are multiple (i.e., central IRB & reliance IRB approval letters, etc.) may be added. CITI training certificates are only required if done for an institute other than BCM, BSLMC, or THI.
[image: ]
System generates email to PI to sign in and complete attestations.
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[image: C:\Users\aresquiv\AppData\Local\Temp\SNAGHTML9afb23.PNG]
PI must check all attestations and acknowledgements to approve. A comment can be entered that will be viewed by the review team. PI will then either Submit the application for review or Reject the submission. 
[image: ]
If the PI rejects the submission, the system will show this. The review team will not be able to see this study.
[image: C:\Users\aresquiv\AppData\Local\Temp\SNAGHTMLac8845.PNG]
If the PI submits the application, an email will be generated letting the review team know that a new study has been submitted for review. You will be able to see submitted application and status in the Dashboard.
[image: cid:image001.jpg@01D6EFE6.BB346CE0]
You may contact the Office of Clinical Research for any questions at BSLMC_research@bcm.edu or 713-798-6024.
[bookmark: _Toc19537897][bookmark: _Toc80083745]Institutional Approval or Deferral 
If the study is approved, an email with copy of signed letter and if applicable, financial agreement is sent to the PI and submitter informing them their study was approved.
[image: ]
If study is deferred or not approved, then an email is sent to the PI and submitter informing them of the deferral.
[image: ]

[bookmark: _Toc80083746]Institutional Acknowledgement for Expanded Access
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Investigational/Hum arian/Postmarket Impact Assessment Request Form

Baylor St. Luke’s Medical Center (BSLMC) requires hospital approval for purchase of devices not currently stocked by the hospital. Approval is based on an
assessment of the financial and clinical impact to the hospital. The assessment should be completed prior to conducting budget negotiations with the sponsor.
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IDE & HDE Request Form

* Required felds

Please complete this form and attach required documentation. The hospital will conduct an impact analysis to determine if the hospital may approve the
purchase.Itis essential that al sections are completed accurately. Please contact BSLIC_Research@bem edu with questions.

Please await device purchase approval before proceeding with budget negotiations. You may proceed with submission of your BSLUC administrative
‘application; however, submission of this device form does not guarantee hospital approval of device purchase.

Vihat s the proposed device purchase amount per patent ncluding al companents
‘and shipping if appiicable ~ N purchase agreement

Purchase jusification: Descrive the device and ofher components or accessoris required for device function. Next, describe the device's antcpated cinical mpact and fs.
importance to heathcare  for exampe, the significance of the device for a particular paient populaion or a lack of aternatives for the targeted indication. Please do ot simply
refer o aftached documents. This section is exiremely important for buiding a case Supporiing hosptal purchase of the devicelcomponents. The BSLIC Research Office wil
review for thoroughness and may contact the Princpal Investigator to ensure all information that may affect the purchase decision has been captured.
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* Required fields

Instructions: To request pricing for tests/procedures from the Baylor St. Luke’s Medical Center (BSLMC), please complete this form and submit it to
BSLMC_Researach@bcm.edu. For questions, email BSLMC_Research@bcm.edu or call 713.798.6024.

IRB protocol # *

Pl does not have BCM ECA
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‘Whom shall we contact with questions and to provide pricing results?

Financial contact first name : Financial contact last name :
Financial email : Financial phone :

Attach the schedule of events or billing grid clearly delineating what Choose File | No file chosen
tests/procedures will be performed at BSLMC and which will be paid by

research. *

Attach protocol if available (draft is acceptable) Choose File | No file chosen
Attach consent if available (draft is acceptable) Choose File | No file chosen

Please list all tests and procedures that will be performed at BSLMC that you are requesting pricing for.
NOTE: In-patient procedures will require ICD 10 procedure codes, DRG, and may require meeting with Finance to determine correct patient population.
Professional Charges: BSLMC is unable to provide pricing for professional services. For pathology research pricing, please contact Lynn Bergeron

(lynn.bergeron@medarms.com) or Tammy Akif (takif@bcm.edu) at Community Pathology. For radiology research pricing, please contact Kathryn Ploum
(kathryn.ploum@radpartners.com) at Singleton Associates.

CPT Code Service Description In-patient / Out-patient ICD 10 Procedure Codes
and DRG (if applicable)

‘ Please Select v

Comment ‘
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Application - Initial Questions
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St. Luke's Health The Woodlands Hospital. Visit CatholicHealthInitiatives.org to view a list of locations. Attach sheet to this application in “Study Documentation”.
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Application - Application Details

Instructions:

Before conducting any studies acfiviies at Baylor St Luke's Medical Center, please complete this form and submit for BSLUC feview and approval. You are
encouraged to submit this form early in study star-up in order to infiate the review process. You may not conduct any study activiies at BSLWC prior to
receiving confirmation that you have BSLMC adminisirative approval. For questions, please contact the BSLNC Research Office at 713-798-6024
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Ifthis project will be managed by Catholic Health Iniiatives Institute for Research and Innovation, please complete the supplement found Hereand uploadto
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the CHIRB submission.
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Application - Study Personnel

Listname, role and email for all study personnel who will conduct study activities at BSLUC or access BSLIC protected health information (PHI). CITI
Training s required prior to administrative approval. All Non-BCMBSLMC study personnel must attach proof of completion:

+ Human Subjects Research (Biomedical Research BasiciRefresher)
+Researcher COl

«Information Privacy and Security (any HIPA course acceptable; does not have to be CITI)

« Good Clinical Practice (required for INDAIDE studies — any GCP course acceptable; does not have to be CITI)
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Application - Department/Areas
* Required fieids

Regulatory Committees

"~ Check all hat wil be Ulized for tis Study.

- Note: each utiized area must administratively approve before BSLMC administrative approval can be given

«Include 3 brief (1-3 sentences) description of actviies that will be conducted, anicipated number of patients to be seen inthe area and how area staff will
be impacted. For clinical areas, indicate f research viits will be part ofthe normal clinical worlow.

o
o ‘Safety Commite for use of ionized radiation, radioisotopes and/or nuclear medicine for research
[m] 'DNA -~ Institutional biosafety commitiee — Attach a copy of approval letter from Pfs instiutional IBC

o rch pharmacy: Contact the research pharmacy as soon as possible to inftiate pharmacy pricing (§32-355-4893, phinsu@stiukesheath.org).
[Clibeal 8SLUC iaboratory-pathoogy

s Research Center
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Radiology
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Nuclear medicine procedures. Please Select v Radionucides used PleaseSelect
Expected number of imaging Anonymized images requested:  Please Select -
sessions needed:

Does study require contrastor  please Select +.

Note: fyour research study requies imaging with a Speciic protocol, ensure that you include an imaging manual. Also please include the following caveat:
Ifyour study requires elecironic data lransfer please be aware that your research coordinator will e fesponsible or the data ransfer process. For radiology-
related questions, contact Melissa Andrews (mandrews@slukeshealth.org; 832-355-2797(main hospital) or Jessica Nath (nath@stiukeshealth.org;
832-354-2121 (McNain).
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Clinical Departments and Areas.

Describe work and service areas where visits will occur.

Clinpatient [Cloutpatient Length of vists:
Clua
[Clcirculatory support - orders & stores non-catheter investigational devices.

Check all that apply and add

[ catheterization lab - orders & stores catheterization investigational devices. any area not listed as Other.

[Clniursing service - for notifying nurse management of study activiies

[Cloperating room

[Dlendoscopy

[Cltexas Heart nstiute clinic:

Other DepartmentiArea  Description

‘Completed by: sttt
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Application - Study Documentations

Document Type. Document Status  Upload Document
[Protocal [Z]  PesseSelect + Browse...] No fl seiected.
[nformed consent [2]  PaseSeiect Browse...] No fl seiected.
[Schedu of events for i procedures. [2]  PaseSelect Browse...] No fl seiected.

Note:Schedule of events for al procedures. Must indicate which procedures taking place at BSLIC
‘and include CPT codes for outpatient procedures and ICD-10 fo inpatent procedures. Must indcate.
‘which procedures are research-specific, which are standard of care, and which vil be paid by
research. Hust be signed by principal nvestigator

[Ciframing cerfcates for allnon-BCHIBSLIC isied personnel [Z]  PeoseSelect Browse...] No fl seiected.
[Copy of RB approval leter = Please Select v Browse... ] No fik selected.
[Drug studis mustatach e investigators brochurs, i avaiable [2]  PeoseSelect Browse...] No fl seiected.
[Imaging protocol andior pharmacy dispensing protocol [Z]  PeaseScect v Browse... ] No fie selected.
[Supplement for suies managed by Cafhokc Healh mfiaties isttte for Rescarch and mov[ <] Pease Select Browse...] No fl seiected.
[LStor Cistudy stes, ol nsudng BSLHC 2] Peaseseect Browa] No e seleced.

[Requsst fo Cirica Research Center suppert [Z]  PesseSelect + Browse.. ] o e seected

[BC approvalietr [2]  PaseSeiect Browse.. ] o e seected

[Watverof Gonsent [2]  PaseSeiect Browse.. ] o e seected
Additional documents

T PesseSekc v [Bowse.] No fie selected.
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Auto-generated Email to PI

From: bslme research@bem.edu

To: BSLMC Research; Esquivel, Angelita R.

Subject: BSLMC Administrative Application — Application Submitted to PI — IRB # [IRB#], [Study Name, [PI name]
Date: Tuesday, August 06, 2019 3:54:47 PM

Dear [PI name],

IRB of Record #: [IRB#]

Study Title: [Study title]
Principal Investigator: [PI name]

The above-named clinical study has been submitted by your study team. Please follow the link

to complete BSLMC Administrative Application.
L N L Link to application login page
BSLMC Administrative Application System

If you have any questions, please contact the BSLMC Research Office at 713-798-6024 or
BSLMC_Research@bem.edu.
Many thanks.
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Application - Acknowledgement of Requirements

* Required fields

AATTESTATIONS: Please check to acknowledge compliance

-0

-0
-0
-0

JACKN

Al personnel conducting research at BSLMC must be appropriately credentialed andlor badged.
Any study equipment that will come into contact with patients and requires electrical outlet access must be signed off by BSLMC Clinical Engineering

‘The study team is responsible for completing in-service training for staff i ll patient care areas where the study will be conducted, prior to beginning the
study

Current Investigator Financial Disclosure and Declaration Forms must be submitted to the IRB of record for all individuals performing work that directly
impacts the proposed project
(WLEDGEMENT OF REQUIREMENTS

‘To comply with HIPAA and HITECH laws and regulations regarding Uses and Disclosures of Protected Health Information (PHI), Investigators are responsible:
for maintaining records of all PHI access requests disclosed without Subjects' authorization. This form should be completed and kept with study records for all
such PHI access requests.

1will adequately destroy all PHI data per federalistate regulations and BSLMC policies.
Ihave been trained on the use of PHI with respect to ts use and disclosure in research activities and protocols.

No PHI will be stored on a device that has not been encrypted by BSLMC IT (examples: laptops, CDs, non-BSLMC computers, and zip drives). (Contact BSLMC
T for encryption: §32-355-5000)

Iagree to fully abide by all St Luke's policies and procedures formulated to ensure compliance with Human Subject Research and HIPAA Privacy and Security.

As Principal Investigator, | approve this application for submission to BSLMC.

Pl can enter comments to review team regarding Rejection or

Submission.
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From: bsime_research@bem.edu

To: P1 name]

Ca: BSLMC Research

Subject: BSLMC Administrative Appiication approved for — IR # [IRB#], [Study Name], [P1]
Date: Tuesday, August 06, 2019 4:38:11 PM

Attachments: [Admin Approval Letter.pdf]
Financial Agreement.pdf

Dear [PI Name].
IRB of Record #: [IRB#]

Study Title: [Study Name]
Principal Investigator: [PI Name]

Thank you for submitting a BSLMC Administrative Application System for the above-named
study. We are pleased to inform you that your application has been approved. Please review
the attached approval letter, which includes important information on BSLMC study conduct
requirements. If applicable. your financial agreement with research pricing is also attached
again here for your convenience.

If you have any questions. please contact the BSLMC Research Office at
BSLMC_Research@bcm.edu or 713-798-6024.
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From: bsime_research@bem.edu

To: P1 Name
ca BSLMC Research

Subject: BSLMC Administrative Application deferred for - IRB # [IRB#], [Study Name], [PT]
Date: Monday, September 16, 2019 1:54:42 PM

Dear [PI Name].

IRB of Record #: [IRB#]

Study Title: [Study Title]
Principal Investigator: [PI Name]

The above-named clinical study been deferred for implementation at BSLMC. for the reasons
described to you in previous communications from the BSLMC Research Office.

If you have any questions. please contact the BSLMC Research Office at 713-798-6024 or
BSLMC_Research@bcm.edu.
Many thanks.
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From: bslmc research@bcm.edu

To: Pl Name
c BSLMC Research
Subject: BSLMC Expanded Access Use Acknowledgement for [IRB#], [Study Title], [PI Name]

Dear [PI Name]

IRB of Record #: [IRB#]
Study Title: [Study Title]
Principal Investigator: [P Name]

Thank you for submitting a BSLMC Administrative Application System for the above-named study. We
are pleased to inform you that BSLMC acknowledges the expanded access use of a test article per this
protocol. Please review the attached acknowledgement letter, which includes important information on

BSLMC study conduct requirement.

If you have any questions, please contact the BSLMC Research Office at BSLMC Research@bcm.edu or
713-798-6024.




image1.jpeg
P Baylor St. Luke’s
¥ Medical Center




