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PURPOSE: To outline the activities required to complete all study start-up essential regulatory 
documents and initial IRB submission. Streamlined study start-up coordination through a centralized 
resource is necessary to ensure quick timelines and compliance with all internal and external 
requirements.  
 
NOTE: Some steps will be described in a separate corresponding SOP in greater detail. Please 
refer to the SOP 200: Study Start Up.  This SOP outlines the general process of completing 
pertinent regulatory documents and initial study submission to the IRB. 
 
 
DEFINITIONS/ABBREVIATIONS:    

 Central Institutional Review Board (CIRB): The CIRB Initiative is a partnership between 
the NCI CIRB and local institutions based on the signed Authorization Agreement and 
Division of Responsibilities document. The CIRB conducts all IRB reviews of selected NCI-
sponsored trials.  

 Clinical Laboratory Improvement Amendments (CLIA): Responsible for the regulations 
of laboratory testing and require clinical laboratories to be certificated by their state as well as 
the Center for Medicare and Medicaid Services (CMS) before they can accept human 
samples for diagnostic testing. 

 Clinical Research Nurse/Coordinator (CRC): Clinical Trials staff responsible for 
oversight and coordination of assigned protocols  

 Clinical Research Organization (CRO): An organization that provides support to the 
pharmaceutical, biotechnology, and medical device industries in the form of research 
services outsourced on a contract basis.  

 Clinical Trials Office (CTO): Centralized clinical trials staff, responsible for the conduct 
and support of SLUHN clinical trial functions. 

 Collaborative Institutional Training Initiative– (CITI): Web-based Training Program 
providing ethics and Good Clinical Practice (GCP) education to all members of the research 
community.  

 College of American Pathologist (CAP): The world’s largest association responsible for 
the inspection and accreditation of medical laboratories under deemed authority of the 
Centers for Medicare & Medicaid Services (CMS), with a goal to improve patient safety by 
advancing the quality of pathology and laboratory services through education, standard 
setting, and ensuring laboratories meet or exceed regulatory requirements. 

 Curriculum Vitae (CV): A document that overviews one’s education, experience, training, 
and qualifications. 

 Data Doctor Office Technology Systems (DDOTS): A software program system utilized 
by the CTO staff to integrate comprehensive functionalities needed throughout the clinical 
trial process into a single, open web platform.  

http://en.wikipedia.org/wiki/Pharmaceutical_industry
http://en.wikipedia.org/wiki/Biotechnology
http://en.wikipedia.org/wiki/Outsourcing
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 Delegation of Authority Log (DOAL): Detailed, written form that outlines what 
individuals are responsible and able to perform study-related tasks and procedures as 
authorized by the principal investigator. 

 Financial Conflict of Interest (FCOI): Significant Financial Interest of an Investigator 
that could directly and significantly affect the design, conduct, or reporting of Research. 

 Financial Disclosure Form (FDF): A form that discloses an absence or presence of 
financial interest or arrangement that an individual may have that could affect the reliability 
of data submitted to FDA. 

 Food and Drug Administration (FDA): Agency of the United States Department of 
Health and Human Services (DHHS), responsible for the regulation of clinical trials. 

 Informed Consent Form (ICF): IRB approved form outlining all aspects of a clinical trial 
in lay language, signed by the subject consenting to participate.  

 Institutional Review Board (IRB): Independent ethics committee formally designated to 
approve, monitor, and review biomedical and behavioral research involving human subjects. 

 International Air Transport Association (IATA): The governing body that creates 
regulation for international air transport, including regulations controlling the transport of 
Dangerous Goods By Air 

 Investigational New Drug Safety Reports (INDSRs): Sponsor notifications to the FDA 
and all participating investigators of potential serious risks, from clinical trials or any other 
source. In each INDSR, the sponsor must identify all INDSRs previously submitted to FDA 
concerning a similar suspected adverse reaction, and must analyze the significance of the 
suspected adverse reaction in light of previous, similar reports or any other relevant 
information. 

 National Clinical Trials Network (NCTN): A National Cancer Institute (NCI) program 
that gives funds and other support to cancer research organizations to conduct cancer 
clinical trials. The groups in the NCTN include the Alliance for Clinical Trials in Oncology, 
ECOG-ACRIN Cancer Research Group, NRG Oncology, SWOG, Children’s Oncology 
Group (COG), and the NCI of Canada-Clinical Trials Group (NCIC-CTG). The NCTN was 
previously known as the NCI Clinical Trials Cooperative Group Program 

 Pharmaceutical Management Branch (PMB): Provides pharmaceutical support for 
clinical trials sponsored by the National Cancer Institute's (NCI) Cancer Therapy Evaluation 
Program (CTEP). 

 Principal Investigator (PI): Lead investigator, responsible for the sound conduct of the 
project in accordance with the protocol and regulations. 

 Regulatory  Coordinator (RC): Clinical Trials staff responsible for the regulatory functions 
and oversight of clinical trials 

 Sitecore: The SLUHN internet for the public to view. The CTO lists the protocols which 
are open to accrual, by disease site, along with IRB number, title, physician and coordinator 
contact information, synopsis, inclusion criteria and exclusion criteria. Research website that 
lists current, active clinical trials by disease sub-category 
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 Site Initiation Visit (SIV): A visit that occurs prior to site activation for a specific protocol 
that is used to orient and train staff on the protocol and study related processes; to confirm 
readiness for study implementation; and to identify additional requirements that must be 
satisfied prior to site activation and subject recruitment. 

 Standard Operating Procedures (SOPs): Detailed, written instructions to achieve 
uniformity of the performance of a specific function. 

 St. Luke’s University Health Network (SLUHN)  

 Sub Investigator (Sub-I): A member of the study team who assists the investigator with 
the study and can make decisions about the clinical research.   
 
 

SCOPE:  
This SOP applies to all clinical research site personnel involved in the conduct of clinical research 
run through the centralized CTO.   
    
This policy describes the process: 

 Starting with the receipt of new study regulatory documents  

 Ending with the initial IRB submission 
 
This policy is applicable to: 

 Industry Funded clinical trials 

 NCTN clinical trials  

 Government funded clinical trials 
 
 
PERSONNEL RESPONSIBLE:   
This SOP applies to those members of the clinical research team involved in facilitating any of the 
study start-up activities necessary to activate a new trial. This includes the following: 

 Clinical Trials Administrative Assistant 

 Clinical Trials Manager 

 Clinical Research Nurse/Coordinator 

 Principal Investigator  

 Regulatory Coordinator 

 Study Start-Up Project Coordinator  
 
 
ROLES: 
The following information describes which areas and associated roles that shall adhere to this policy: 
 



St. Luke’s University Health Network 

SOP 201:  Regulatory Start Up and Initial IRB Submission Version # 2.0 

Page 4 of 30 

 

 

 

Effective Date(s): Revision Date(s): 

10/22/15 4/8/16 

 

Clinical Research Nurse/Coordinator (CRC): The Clinical Research Nurse/Coordinator shall be 
responsible for sending out new study protocol training and completing the documentation of 
training.  
 
Clinical Trials Administrative Assistant: The Clinical Trials Administrative Assistant shall be 
responsible for the uploading and maintaining CITI Training, CV’s and Medical Licenses in the I 
Drive. 
 
Clinical Trials Manager:  The Clinical Trials Manager or designee shall serve as the primary liaison 
between the physicians, study staff, and Study Start-up Project Coordinator, and shall be responsible 
for ensuring timely completion of all pertinent clinical study start-up documents. 
 
Principal Investigator (PI): Lead investigator, shall be responsible for completion and maintaining 
all required credentialing and signing off on necessary documents, as well as overall study conduct. 
 
Regulatory Coordinator (RC): The RC shall be responsible for Completion of the NCTN 
Investigators NCI Registration and preparing all regulatory documents for making the Initial IRB 
Submission for NCTN trials.  
 
Study Start-Up Project Coordinator: The Study Start-Up Project Coordinator shall be responsible 
for coordinating all study start-up activities and ensuring timely throughput time from initial sponsor 
contact, through protocol inception to study activation, serving as the primary liaison between the 
sponsor, PI, and study team, responsible for the timely completion of regulatory documents and 
Initial IRB submission. 
 
 
PROCEDURES:  
 
FDA Form 1572, FDF, DOAL  

 The Study Start-Up Project Coordinator shall be responsible for completing the required 
documents, obtaining signatures, saving an electronic working copy in the pertinent folder in 
the I-Drive, and filing the signed original or copied documents in regulatory binder. The 
Study Start-Up Project Coordinator emails copies of the signed, completed documents to the 
study sponsor. 

 
Documentation of Training 

 The Manager/ Study Start-Up Project Coordinator shall complete the SIV training log. 

 The CRC shall send an email blast (see Attachment E) including all training documents to 
all study personnel whom were unable to attend SIV, and complete the documentation of 
training memo.  
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 Once PI signature is obtained, the CRC shall give the Study Start-Up Project 
Coordinator/RC the original documents to be filed in the regulatory binder  

 
CV’s and Medical Licenses 

 The Study Start-Up Project Coordinator or Clinical Trials Manager shall request CV’s and 
Medical Licenses if not already on file in I-drive or expired 

 The Administrative Assistant shall scan and upload a copy of the CV and Medical License  
to the I-Drive in their respective folders. 

 The Study Start-Up Project Coordinator shall file a hard copy of the CV and Medical 
License in the appropriate binder. 

 
Lab Documents 

 The Study Start-Up Project Coordinator shall request Lab Documents, including CLIA, 
CAP, Laboratory Permit, and Laboratory Reference Ranges, if not already on file in I-drive 
or expired 

 The Administrative Assistant shall scan and upload all required lab documents to the I-Drive 
in their respective folders. 

 
Protocol & IB Signature Pages 

 The Study Start-Up Project Coordinator shall be responsible for obtaining signatures on 
these documents, checking for accuracy, and filing the signed original or copied documents 
in regulatory binder. 

 
Initial IRB Submission 

 The Study Start-Up Project Coordinator/RC shall be responsible for completing the 
required documents for IRB submission and notifying the necessary staff of a new 
submission upload in DDOTS. 

 
 
FDA FORM 1572 

Role Step Activity 

Study Start-Up Project 
Coordinator 

1.0 Receive a 1572 template from the sponsor to complete 
for each new study, if applicable (see Attachment A). 
The 1572 contains the following sections: 

 Section 1- Name and Address of Investigator  

 Section 2- Education, training, and experience 
that qualify the Investigator as an expert in the 
clinical investigation  
 

NOTE: The CV option is always checked. Please refer 
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to the CV’s and Medical Licenses section of this SOP 
for specific detail/requirements on these documents. 
 

 Section 3- Name and address of any medical 
school, hospital, or other research facility where 
the clinical investigation(s) will be conducted 

 Section 4- Name and address of clinical 
laboratory facilities to be used in this study 

 
NOTE: Only list locations and their corresponding 
laboratory for which the research activities will take 
place under the above mentioned sections (see 
Attachment B for SLUHN Affiliation).  
 

 Section 5- Name and address of the Institutional 
Review Board (IRB) responsible for the review 
and approval of the study 

 Section 6- Names of the Sub-I’s who will be 
assisting the investigator in the conduct of the 
investigation 
 

NOTE: SLUHN does not list RN’s, pharmacy or 
support staff under the above mentioned section. 
 

 Section 7- Name and code number, if any, of the 
protocol in the IND for study to be conducted 
by the investigator 

 Section 8- Clinical protocol information 
 

NOTE: Review any prepopulated sections completed 
by Sponsor for accuracy, and revise as necessary. 

Study Start-Up Project 
Coordinator 

1.1 Obtain PI’s signature and date on the 1572. 

Study Start-Up Project 
Coordinator 

1.2 Check for accuracy of the completed document, upload 
an electronic working copy with information included 
for each section, and save in the pertinent folder in the 
I-Drive, and file the signed original or copied document 
in regulatory binder. Email a copy to study sponsor. 
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FINANCIAL DISCLOSURE FORM 

Role Step Activity 

Study Start-Up Project 
Coordinator 

2.0 Receive an FDF template from the sponsor to complete 
for each new study. 
 
NOTE: An FDF should be completed for the PI and 
all Sub-I’s (e.g. all those listed in Section 6 of the FDA 
Form 1572).  

Study Start-Up Project 
Coordinator 

2.1 Obtain signatures for all completed FDF’s. 

Study Start-Up Project 
Coordinator 

2.2 Check for accuracy of the completed documents, upload 
an electronic working copy with completed information 
included for each investigator, and save in the pertinent 
folder in the I-Drive, and file the original or copied 
documents in regulatory binder. Email copies to the 
study sponsor. 

 
DELEGATION OF AUTHORITY LOG 

Role Step Activity 

Study Start-Up Project 
Coordinator 

3.0 Complete a DOAL for all investigators (PI and Sub-Is), 
Key Personnel, Investigational Pharmacist, etc. as listed 
on the New Study Feasibility Checklist (see 
Attachment C). 
 
NOTE: SLUHN uses an internal DOAL (see 
Attachment D) 

Study Start-Up Project 
Coordinator 

3.1 Obtain signatures for all completed DOAL’s. 

Study Start-Up Project 
Coordinator 

3.2 Check for accuracy of the completed documents, upload 
an electronic working copy with all completed 
information included for each research staff, and save in 
the pertinent folder in the I-Drive, and file the signed 
original documents in regulatory binder. Email copies to 
study sponsor. 

 
DOCUMENTATION OF TRAINING 

Role Step Activity 

Manager or Study Start-Up 
Project Coordinator 

4.0 Complete the SIV Training Log with those personnel 
that attended the SIV. 
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CRC or designee 4.1 Send an email blast containing all pertinent training 
documents (see Attachment E) to all study personnel 
whom were unable to attend SIV.  

CRC or designee 4.2 Complete the Documentation of Training Memo (see 
Attachment F). 

CRC or designee 4.3 Obtain PI signature on Documentation of Training 
Memo. 

CRC or designee 4.4 Give the completed memo to the Study Start-Up Project 
Coordinator. 

Study Start-Up Project 
Coordinator 

4.5 Check for accuracy of the completed document and file 
original document in regulatory binder. 

 
CV’S AND MEDICAL LICENSES    

Role Step Activity 

Study Start-Up Project 
Coordinator or designee 

5.0 Request medical license and signed/dated CV, if not 
already on file in I-drive or expired.  
 
NOTE: CV’s must be updated and signed every 2 years. 
 
NOTE: If Sponsor requires abbreviated CV, Sponsor 
shall be responsible for completing template based on 
full CVs provided by site; if Sponsor does not agree, a 
fee shall be charged for the time and effort of 
completing sponsor required document.  

Clinical Trials Administrative 
Assistant 

5.1 Upload original/updated document onto the I-Drive in 
pertinent staff folder. 

Study Start-Up Project 
Coordinator or designee 

5.2 File document(s) in master binder. 

 
LAB DOCUMENTS    

Role Step Activity 

Study Start-Up Project 
Coordinator or designee 

6.0 Request lab documents, if not already on file in I-drive 
or expired. The lab documents consist of: 

 CAP 

 CLIA 

 Clinical Lab Permit 

 Lab Normal Reference Ranges (LNRRs) 

 IATA Certificate, if applicable 
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NOTE: Lab ranges differ between Cetronia Road and 
all other locations. Before sending LNRR’s to Sponsor, 
check MyNet for updated version. 

Clinical Trials Administrative 
Assistant 

6.1 Upload original/updated document(s) onto the I-Drive. 
File document(s) in hard copy lab binder. 

 
SIGNATURE PAGES (PROTOCOL AND IB)    

Role Step Activity 

Study Start-Up Project 
Coordinator 

7.0 Receive Protocol/IB Signature page, if applicable, from 
sponsor. 

Study Start-Up Project 
Coordinator 

7.1 Obtain PI’s signature and date on the Protocol/IB 
Signature page. 

Study Start-Up Project 
Coordinator 

7.2 Check for accuracy of the completed documents, upload 
an electronic working copy and save in the pertinent 
folder in the I-Drive, and file the signed original 
documents in regulatory binder. Email copies to study 
sponsor. 

 
INDUSTRY INITIAL IRB SUBMISSSION   

Role Step Activity 

Study Start-Up Project 
Coordinator 

8.0 Complete and/or compile the following documents as 
required for initial IRB submission: 

 Initial IRB Application  

 IRB Policy Acknowledgement Form 

 ICF(s) in the SLUHN Template(s) 

 Patient materials, if applicable 

 Protocol 

 IB(s), if applicable 

Study Start-Up Project 
Coordinator 

8.1 Submit all required documents to the IRB via DDOTS 
by the 20th of the month prior to the IRB meeting date. 

Study Start-Up Project 
Coordinator 

8.2 Submit in DDOTS under the review history page for 
the appropriate meeting date.  
 
The following are options for choosing the Board 
Review: 

 Exempt [see Exemption criteria as defined in 45 
CFR 46.101(b)] 
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 Expedited (e.g. Registry, observational, non-
interventional/non-treatment trials that are 
minimal risk) 

 Full Board (e.g. Investigational Drug/Device 
Trials that are greater than minimal risk) 
 

NOTE: If the research qualifies as exempt, please 
complete the Request for IRB Exemption (see 
Attachment G), and submit any other required 
documents as outlined on the Request for IRB 
Exemption Form. 
 
NOTE: All pertinent information should be typed into 
the agenda box within DDOTS. This shall include the 
following: “Please see attachments for full-
board/expedited/exempt (choose one) review of new 
study: (List all documents being submitted with their 
version number/version date).” 

Study Start-Up Project 
Coordinator 

8.3 Notify yourself, CTO Administrative Assistant, CTO 
Regulatory Coordinator, Medical Director of Research 
& Innovation and IRB Administrative staff via the 
DDOTS notification system of the submission.  

Study Start-Up Project 
Coordinator 

8.4 Print DDOTS electronic upload notification and file 
with initial IRB submission documents in the Regulatory 
Binder. 

 
NCTN CREDENTIALING   

Role Step Activity 

RC 9.0 Download the following documents from the PMB 
website: 

 FDA Form 1572 (each PI has their own 1572) 

 Supplemental Investigator Registration Form 
(see Attachment H) 

 Financial Disclosure Form (see Attachment I) 

 CV & Medical license (on site) 

 Human Subjects Training (new investigators 
only) (on site) 

 
NOTE: Investigators cannot order drug or enroll 
patients on study without registration approval. 
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Registration renewal is required annually.  

RC 9.1 Obtain PI signature/date on documents, if applicable, 
upload an electronic copy within completed information 
included, save in the pertinent folder in the I-Drive, and 
send originals to PMB. 
 
NOTE: Hard copies of the original signed FDA Form 
1572, Supplemental Investigator Registration Form, and 
FDF documents are housed in a master binder.   

 
NCTN DOCUMENTATION OF TRAINING    

Role Step Activity 

Manager or Regulatory 
Coordinator 

10.0 Complete the SIV Training Log with those personnel 
that attended the SIV. 

CRC or designee 10.1 Send an email blast (see Attachment E) to all study 
personnel to all study personnel whom were unable to 
attend SIV. 

CRC or designee 10.2 Complete the Documentation of Training Memo (see 
Attachment F) 

CRC or designee 10.3 Obtain PI signature on Documentation of Training 
Memo 

CRC or designee  10.4 Give the completed memo to the Regulatory 
Coordinator 

Regulatory Coordinator 10.5 Check for accuracy of the completed document and file 
original document in regulatory binder. 

 
NCTN INITIAL IRB SUBMISSSION   

Role Step Activity 

Not Applicable --- NOTE: If a new study is CIRB Approved, please refer 
to the CIRB SOP 205. 

RC 11.0 Complete and/or compile the following documents as 
required for initial IRB submission: 

 Initial IRB Application  

 IRB Policy Acknowledgement Form 

 ICF(s) in the SLUHN Template(s) 

 Patient materials, if applicable 

 Protocol 
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 IB(s), if applicable 

RC 11.1 Submit all required documents to the IRB via DDOTS 
by the 20th of the month prior to the IRB meeting date. 

RC 11.2 Submit in DDOTS under the review history page for 
the appropriate meeting date.  
 
The following are options for choosing the Board 
Review: 

 Expedited (e.g. Registry, observational, non-
interventional/non-treatment trials that are 
minimal risk) 

 Full Board (e.g. Investigational Drug/Device 
Trials that are greater than minimal risk) 

 
NOTE: All pertinent information should be typed into 
the agenda box in DDOTS. This shall include the 
following: “Please see attachments for full-
board/expedited/exempt (choose one) review of new 
study: (List all documents being submitted with their 
version number/version date).” 

RC 11.3 Notify yourself, CTO Administrative Assistant, CTO 
Regulatory Coordinator, IRB Secretary and the , Medical 
Director of Research & Innovation and IRB 
Administrative staff via the DDOTS notification system 
of the submission. 

RC 11.4 Print DDOTS electronic upload notification and file 
with initial IRB submission documents in the Regulatory 
Binder. 

 
 
RESOURCES:    
N/A 
 
 
Endorsed by: SOP Committee (8/24/15; 4/8/16) 
Approved by: Tracy Butryn, Director of Clinical Trials (9/22/15; 7/12/16) 



St. Luke’s University Health Network 

SOP 201:  Regulatory Start Up and Initial IRB Submission Version # 2.0 

Page 13 of 30 

 

 

 

Effective Date(s): Revision Date(s): 

10/22/15 4/8/16 

 

ATTACHMENT A: 
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ATTACHMENT B:  
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ATTACHMENT B Cont’d: 
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ATTACHMENTC: 
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ATTACHMENT C Cont’d: 
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ATTACHMENT D: 
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ATTACHMENT D Cont’d: 
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ATTACHMENT E: 
 
 
 
To: 
Subject: 
 
 
Hi All, 
 
You are all listed as investigators on the above referenced protocol, and thus are responsible for 
understanding and compliance with each protocol version. 
 
This email will serve as documentation of the date of training. Please feel free to contact me with any 
questions. 
 
Thank you, 
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ATTACHMENT F: 
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ATTACHMENT G:  

 
Institutional Review Board  

801 Ostrum Street, Bethlehem, PA  18015  
  Phone:  484-526-4944  
                Fax:  484-

526-4979 

Request for IRB Exemption 
Submit this application (signed) with all required documents to the IRB Office 

Certification of Compliance with Regulatory Requirements: 

All Must be Checked: 

 FCOI is current for all listed personnel 

 No FCOI exists for any listed personnel 

 CITI training is current for all listed personnel 
 

IRB #:        
 

IRB Use Only: 
DATE RECEIVED STAMP: 

 
 

Attachments:   
Check and include all that apply: 

 Project Proposal/Summary                                                                          Waiver of Subject Authorization Request Form                                            

 Patient Materials (e.g. Questionnaires, diaries, phone scripts, etc.)            HIPAA De-identification Certification Form 

 Other: ______________________________ 
   

PROTOCOL TITLE:       

DEPARTMENT:       

SECTION A: Study Personnel 
(Include the Principal Investigator, all Sub-Investigators, Research Nurses and Coordinators, Data personnel, Regulatory personnel, and any other 
personnel directly involved in the conduct of the research) 

Name Address City State Zip Phone 
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SECTION B: Sites where the research will be conducted (please check all applicable boxes) 

  SLH - Allentown   SLH - Miners 

  SLH - Bethlehem   SLH - Anderson 

  SLH - Quakertown   SLH - Warren 

  Private Office (Specify Location(s):         Other (e.g. private offices and/or other institutions for multi-
center IITs):       

 

SECTION C: Exemption Justification 

Research activities in which the only involvement of human subjects will be in one or more of the following categories are 
exempt from IRB review. Please check those items that apply to your research. These categories are taken from 45 CFR 
46.101(b) 

 Research conducted in established or commonly accepted educational settings, involving normal educational practices, 
such as (i) research on regular and special education instructional strategies, or (ii) research on the effectiveness of or the 
comparison among instructional techniques, curricula, or classroom management methods. 

 Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview 
procedures or observation of public behavior, unless: (i) information obtained is recorded in such a manner that human 
subjects can be identified, directly or through identifiers linked to the subjects; and (ii) any disclosure of the human subjects' 
responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the 
subjects' financial standing, employability, or reputation.  

NOTE: Audio, video and/or digital recording removes a study from consideration for exemption. The study should be submitted as 
expedited or full review 

NOTE: In order for research involving children as participants to be exempt, the procedures must be limited to observation of 
public behavior where the investigators do not participate in the activities being observed and educational tests. Surveys or 
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interviews of children do not qualify for exemption 

 Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview 
procedures, or observation of public behavior that is not exempt under paragraph (b)(2) of this section, if: (i) the human 
subjects are elected or appointed public officials or candidates for public office; or (ii) Federal statute(s) require(s) without 
exception that the confidentiality of the personally identifiable information will be maintained throughout the research and 
thereafter. 

 Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic 
specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that 
subjects cannot be identified, directly or through identifiers linked to the subjects.  

NOTE: In order to meet this category, tissue and/or data must exist at the time the research is proposed to the IRB. 

 Research and demonstration projects which are conducted by or subject to the approval of federal Department or Agency 
heads, and which are designed to study, evaluate, or otherwise examine: (i) Federal public benefit or service programs; (ii) 
procedures for obtaining benefits or services under those programs; (iii) possible changes in or alternatives to those programs 
or procedures; or (iv) possible changes in methods or levels of payment for benefits or services under those programs. 

NOTE: In order to meet this category, the research must: 1) be conducted pursuant to specific federal statutory authority; 2) not 
involve significant physical invasions or intrusions upon the privacy interests of participant; 3) have authorization or concurrence 
by the funding agency. 

 Taste and food quality evaluation and consumer acceptance studies, if (i) wholesome foods without additives are 
consumed or (ii) if a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or 
agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug Administration 
or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U. S. Department of 
Agriculture. 

1. Investigator's Justification for Exemption:       

2. How will privacy of participants be maintained?       

3. Explain criteria for participant selection:       

4. Will consent be obtained?   YES  NO 

If “YES” what form of consent is being requested with this application? 

 Written: Attach a copy of the consent in the SLUHN template      

 Verbal: Attach a script that will be used to verbally communicate the consent     

**If “NO” attach a Waiver of Subject Authorization Request Form** 
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SECTION K: Signatures and Attestation 

I will ensure that subjects are not enrolled until I receive written notification of approval and a validated consent form from the IRB (if 

applicable).  

Principal Investigator Signature Date 

  

 
I have reviewed this human subject research proposal and have determined that 1) the listed investigators are members or associates 

of the medical staff of the hospital where the research will be conducted and have been appropriately granted hospital privileges to 

perform the procedures outlined in the research proposal; and/or 2) the listed investigators are employees of the hospital whose job 

descriptions and competencies qualify them to perform the procedures outlined in the research proposal. 

Department / Division Chief Date 

 

 

 

I have reviewed this human subject research proposal and have determined that it meets the mission of this department/service line.   

Department/Division  Service Line Administrator Date 
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ATTACHMENT H: 
 

 



St. Luke’s University Health Network 

SOP 201:  Regulatory Start Up and Initial IRB Submission Version # 2.0 

Page 28 of 30 

 

 

 

Effective Date(s): Revision Date(s): 

10/22/15 4/8/16 

 

 

 



St. Luke’s University Health Network 

SOP 201:  Regulatory Start Up and Initial IRB Submission Version # 2.0 

Page 29 of 30 

 

 

 

Effective Date(s): Revision Date(s): 

10/22/15 4/8/16 

 

 

 



St. Luke’s University Health Network 

SOP 201:  Regulatory Start Up and Initial IRB Submission Version # 2.0 

Page 30 of 30 

 

 

 

Effective Date(s): Revision Date(s): 

10/22/15 4/8/16 

 

ATTACHMENT I: 
 

 


