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Introduction

 The Division of AIDS (DAIDS) Office for Policy in Clinical Research Operations 
(OPCRO) has established a protocol registration process to ensure that all clinical 
research sites (CRSs) conducting NIAID (DAIDS)-supported and/or sponsored 
clinical research do so in accordance with DAIDS Clinical Research Policies and 
Standard Procedures in addition to all applicable regulations for human subjects 
protection and the use of investigational drugs, biologics and/or devices.

 Sites cannot begin the protocol registration process until the protocol has completed 
the DAIDS protocol development requirements. 
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http://www3.niaid.nih.gov/LabsAndResources/resources/DAIDSClinRsrch


Introduction

 What is Protocol Registration?

• The DAIDS protocol registration process also verifies that site-specific 
informed consent forms contain the necessary information to comply 
with U.S. federal regulations. This includes the basic and additional 
informed consent form elements as required by U.S. federal regulations 
at 45 CFR §46.116, 21 CFR §50.25 and DAIDS Policy.

Presenter
Presentation Notes
In addition, the DAIDS protocol registration process also verifies that site-specific informed consent forms contain the necessary information to comply with applicable regulations. 



Introduction

 What is the Protocol Registration Office?

• The DAIDS RSC Protocol Registration Office (PRO) receives and 
processes all protocol registration materials submitted by Clinical 
Research Sites (CRSs) participating in DAIDS-supported and/or 
sponsored clinical trials.

• The DAIDS RSC PRO ensures that all (CRSs) conducting NIAID 
(DAIDS)-supported and/or sponsored clinical research do so in 
accordance with DAIDS Clinical Research Policies and Standard 
Procedures in addition to all applicable regulations for human 
subjects protection and the use of investigational drugs, biologics 
and/or devices. 
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Next, I would like to explain what the DAIDS RSC Protocol Registration Office does and why Clinical Research Sites (CRSs) submit the regulatory documents to the DAIDS RSC PRO. Note I will usually refer to the DAIDS RSC Protocol Registration Office as the PRO and to Clinical Research Sites as CRSs for the remainder of the presentation.





Objectives

 Today’s objectives

• Provide an understanding of the types of submissions the DAIDS 
RSC PRO receives and specific document requirements as 
specified in the DAIDS Protocol Registration Policy and Manual

• Describe how to submit materials to the DAIDS RSC Protocol 
Registration Office (PRO)

• Provide resources and methods to ask questions
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Agenda

 Types of submissions and document requirements

 Submitting materials using the
DAIDS Protocol Registration System (DPRS)

 Resources
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Today’s presentation is divided into three main sections. In the first, we will discuss various types of submissions, the documents that are required for those submissions, as well as the requirements for the individual documents that make up the specific submissions.

Next, we will discuss how to gain access to the DAIDS Protocol Registration System or DPRS, and specifics on making submissions using the system.

Finally, we will provide an overview of the various resources that are available to you and allow you to ask any questions that you may have.



DAIDS Protocol Registration
Submission Types and Document Requirements

7

Presenter
Presentation Notes
The first item to discuss is submission types and document requirements.



Submission Types

 Initial Registration

• Additional IC types/languages

 Form FDA 1572/
DAIDS IoR Forms

 Curriculum Vitae
and Medical License

 IRB/EC/RE/IBC
approval documents

• IRB/EC 
Termination/Suspension

 Site Informed Consent 
Forms (Site ICF)

 Amendments and
LoA submissions

 Other Submission Types

• Continuing Review 
Submissions

• Change of IoR submissions

• Sub-studies

• Deregistration
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We’ll start by going over the major submission types shown here. We will discuss the requirements as specified in the Protocol Registration Manual and/or DAIDS Policy for each document or set of documents required for the submissions. 



Initial Registration
Required Documents
Possible Outcomes
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The first submission type we will discuss is an Initial Registration. We will go over the documents that are required, the potential outcomes for an Initial Registration submission, as well as other submission types and their specific requirements.



Initial Registration Submission

 A complete initial protocol registration submission
must include:

• Copy of the Form FDA 1572 signed and dated by the 
Investigator of Record (IoR) (for studies conducted under an IND) 
or Copy of the DAIDS IoR Form, signed and dated by the IoR (for 
non-IND studies) 

• IoR Curriculum Vitae (CV), signed and dated 

• IoR’s Current Medical License/Equivalent
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Let’s start by going over the documents that are required to be submitted with an Initial Registration submission.

Regarding the medical license, if the IoR is a physician, the medical license or its equivalent is required. An example of an equivalent document would be documentation of good standing in the country where they are practicing. 



Initial Registration Submission

• Copy of all IRB/EC and other applicable Regulatory Entity 
(RE) approval letter(s) and any other appropriate documentation 
from the IRB/EC and other applicable REs with information 
linking the approval to the current DAIDS-approved version of a 
protocol

• Documentation of Pediatric risk/benefit category per 45 CFR 
46 & 21 CFR 50
– if applicable
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Also, when children or adolescents will be participating in a clinical trial, documentation of Pediatric risk/benefit category per 45 CFR 46 & 21 CFR 50 is required.



Initial Registration Submission

• Institutional Biosafety Committee (IBC) approval
– if applicable 

• Copy of all IRB/EC other applicable RE approved
site-specific Informed Consent Forms (ICFs) in all languages 
including English translations
– if applicable 

• Translation Confirmation Document
– if applicable 
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Next, an Institutional Biosafety Committee (IBC) approval letter is required for all trials that involve recombinant DNA .

Finally, a copy of all IRB/EC and other applicable RE approved site-specific Informed Consent Forms (ICFs) including (when applicable) all languages and English translations. Whenever translations are submitted, a Translation Confirmation Document is also required.

This is one of the areas where the DAIDS RSC PRO must often request clarification from sites. All IC types identified in the protocol must be submitted or justification must be provided for their omission. If your site is not participating in a part of the trial or will not be enrolling a given population (i.e. pregnant women) then this information must be noted in the submission. If not, it will delay your registration, as the ICFs or the justification for their omission will be requested.



Additional IC Language/
IC type Submissions

 Additional IC Language
If a CRS has previously received a DAIDS RSC PRO Registration Notification 
for one language (e.g., English) and later submits registration documents for a 
new language (e.g., Spanish), the new language is considered an Initial 
Registration as this is the first time the specific language has been submitted 
to the DAIDS RSC PRO for review. 

 Additional IC Type
If a CRS has previously received a Registration Notification from the DAIDS 
RSC PRO for one informed consent type (e.g., main, pregnancy) and later 
submits registration documents for a new informed consent type (e.g., stored 
specimen, short form), the new informed consent type is considered an Initial 
Registration as this is the first time the informed consent form has been 
submitted to the DAIDS RSC PRO for review. 
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Those are the basic requirements for Initial registration.  I want to add that there are two other submission types that are treated as Initial Registrations. If at any time the site needs to add a new IC that has NOT PREVIOUSLY  received a Registration Notification from the DAIDS RSC PRO, then these are considered Initial Registrations.

In both cases, the new language or IC type must be submitted as an Additional IC language or type and both are considered an Initial Registration. You must receive an approval letter for the ICFs before you may begin using them. 



Registration Outcome

 Registered – All required materials were received and no changes are 
required.

 Registered with Required Corrections – Materials were received but 
some minor corrections or additional documentation is required. From the 
DAIDS RSC PRO standpoint the site may begin participation in the trial.

 Materials Request – All required materials were not submitted and 
additional documentation is required before the review can be completed.

 Disapproval – Notification from the DAIDS RSC PRO indicating that the 
site-specific informed consent forms (ICFs) do not include all the required 
basic and additional elements to comply with U.S. federal regulations and 
DAIDS policy. 

14

Presenter
Presentation Notes
Before we review specific document requirements, I will briefly go over the possible outcomes for an initial registration. Their definitions are shown here.

The first possibility is Registered. Registered means that all required materials were received and no changes are required.

Next we have Registered with Required Corrections. This means that all materials were received but some minor corrections are needed or additional documentation is required. The site may begin participation in the trial after protocol activation. However, the CRS must make the required corrections and submit the IRB/EC/RE approved “Corrected Materials” to the DAIDS RSC PRO or provide justification for the omission/changes within 120 calendar days.

Sometimes additional materials are required before the DAIDS RSC PRO can complete the review. The notification you would receive here is a Materials Request, meaning that all required materials were not submitted and additional documentation is required before the review can be completed.�
Finally, the outcome that none of us wants to see is a Disapproval. A disapproval indicates that the site-specific informed consent forms (ICFs) do not include all the required basic and additional elements to comply with U.S. federal regulations and DAIDS policy. 

Hopefully, this presentation can assist with submitting all of the required materials so as to avoid anything but the Registered outcome.



Form FDA 1572/
DAIDS IoR Form

Submission Requirements
Document Requirements
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We have talked about the document types that are required to be submitted with an Initial Registration and now I would like to provide some details as to the requirements for each document type, starting with Form FDA 1572 and the DAIDS IoR forms. The requirements are essentially the same for both documents.



Form FDA 1572 and DAIDS IoR Forms –
Submission Requirements

 Form FDA 1572 – Required for all Initial Registrations for studies 
being conducted under an IND application and when there is any 
major change to the information on the current Form FDA 1572.

 DAIDS – IoR Form – Should be submitted for Initial Registrations 
for studies not being conducted under an IND application and when 
there is any major change to the information on the current DAIDS 
IoR form.
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First, let’s discuss when each form is required.

The Form FDA 1572 is required for IND studies and the DAIDS IoR Form is required for non-IND studies. Updates to both are required whenever there is a major change to the information on the current form.

For any who may not know, IND is an acronym for Investigational New Drug. A study being conducted under an IND application is being evaluated by the US FDA. For IND trials, the Form FDA 1572 is required. 



Form FDA 1572 and DAIDS IoR Forms –
– Document Requirements

 Affirmation that the Investigator will conduct the clinical trial 
according to the research protocol and all applicable US federal 
regulations. Investigators at non-U.S. sites affirm to DAIDS their 
commitment to comply with local laws and requirements throughout 
the course of the clinical trial by signing the Form FDA 1572.

 A CRS must update and submit within 30 calendar days a 
revised copy of the Form FDA 1572/DAIDS IoR Form when there 
is ANY major change to the information on the current Form 
FDA1572/DAIDS IoR Form submitted to the DAIDS RSC PRO. 
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Here are some key points about these forms and the requirements for these documents.

The first bullet above states that Investigators at non-US sites, by signing the Form FDA 1572, are committing to comply with local laws throughout the course of the trial.

The second describes the time period for which updates are required. An updated form should be provided within 30 days of a major change to the Form FDA 1572 or the DAIDS IoR Form.




Form FDA 1572 and DAIDS IoR Forms –
– Document Requirements

 Examples of major changes to the Form FDA 1572
or DAIDS IoR Form include:

• Change in IoR

• Change in Sub-IoR

• Addition of a new or additional DAIDS-approved location where 
the research will be conducted

• Addition of a laboratory 

• Addition or change in an IRB/EC/RE that is responsible for 
review and approval of the clinical research protocol
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These examples can also be found in the DAIDS Protocol Registration Manual.



Form FDA 1572 and DAIDS IoR Forms –
Document Requirements

 The complete legal name (first and last name) should be listed for 
all study staff identified. 

 Non-U.S. CRSs should include the complete physical address, 
including the country in all sections where an address is required.
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Some areas where the DAIDS RSC PRO often needs to request changes are shown here.

The first is that the complete legal name (first and last name) should be listed for all study staff identified.

Secondly, it is required that all non-U.S. CRSs include the complete physical address, including the country, in all sections where an address is required.
 
If the names are not complete or if the legal names or the country is omitted, a new form will be requested.



Form FDA 1572 and DAIDS IoR Forms –
Document Requirements

 In addition to U.S. FDA requirements, DAIDS requires
that all sites participating in NIAID (DAIDS) -supported and/or 
sponsored clinical trials also list all regulatory entities/approving 
entities that must review and approve the clinical trial prior to 
implementation at a CRS in section 5.
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Another important requirement is the inclusion of all applicable Regulatory entities. Sites must list all regulatory approving bodies on the Form FDA 1572 or DAIDS IoR Form. This includes any group responsible for reviewing and/or approving a clinical research protocol and site-specific ICFs prior to implementation at a site. For example, in some states within the U.S., institutional approvals are required since these states have research regulations in addition to the federal human subjects protection regulations detailed in U.S. federal regulations (45 CFR §46).  

Also, at many non-U.S. sites, approvals in addition to the local IRB/EC approval may be required. These include but are not limited to: approvals from the ministry of health, national regulatory agency, in-country drug control council, national IRB/EC, or other government agency.  

The Institutional Biosafety Committee (IBC) entities should also be listed here.



Form FDA 1572 and DAIDS IoR Forms –
Document Requirements (when more than 1 IoR)

If a CRS has more than one IoR sharing responsibilities for a 
clinical trial, the CRS has the following options: 

 The CRS can submit a separate Form FDA 1572/DAIDS IoR 
Form for each IoR that is responsible for the study at that 
CRS(s) and other DAIDS-approved location(s). The CRS must 
provide documentation explaining that the investigators listed on the 
two Form FDA 1572s/DAIDS IoR Form are sharing responsibilities 
for the conduct of the study at the CRS and DAIDS-approved 
satellite location(s).

OR 
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The requirements identified here are for when there is more than one person functioning as the IoR.




Form FDA 1572 and DAIDS IoR Forms –
Document Requirements (when more than 1 IoR)

 The CRS can submit one Form FDA 1572 /DAIDS IoR Form that 
lists both investigators in Section 1 of the Form FDA 1572 / 
DAIDS IoR Form. This indicates that both investigators are sharing 
equal responsibilities for the conduct of the study at the CRS(s) and 
other DAIDS-approved location(s).

• Each investigator must sign and date Sections 10 and 11 of the 
Form FDA 1572/DAIDS IoR Form.

• The CRS must provide documentation stating that the two 
investigators listed on the Form FDA 1572/DAIDS IoR Form are 
sharing responsibilities for the conduct of the study at the CRS(s) 
and other DAIDS approved location(s). 
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The second option is the CRS can submit one Form FDA 1572/DAIDS IoR Form that lists both investigators in Section 1 of the Form. This indicates that the investigators are sharing equal responsibilities for the conduct of the study at the CRS(s) and other DAIDS-approved location(s). Each investigator must sign and date Sections 10 and 11 of the Form FDA 1572/DAIDS IoR Form. 

This method also requires that the CRS must provide documentation stating that the two investigators listed on the Form FDA 1572/DAIDS IoR Form are sharing responsibilities for the conduct of the study at the CRS(s) and other DAIDS approved location(s) when applicable.



Form FDA 1572 and DAIDS IoR Forms –
Document Requirements
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Form FDA 1572/DAIDS IoR 
Form Requirement

Additional Requirement

Option 1 Separate Form FDA 1572/DAIDS IoR 
Form for each IoR that is responsible 
for the study at that CRS(s) and other 
DAIDS-approved location(s). 

Documentation explaining that the 
investigators listed on the two Form 
FDA 1572s/ DAIDS IoR Forms are 
sharing responsibilities for the conduct 
of the study at the CRS and DAIDS-
approved additional location(s). 

Option 2 Single Form FDA 1572 /DAIDS IoR 
Form that lists both investigators in 
Section 1 
• Indicates that both investigators 

share equal responsibilities for the 
conduct of the study at the CRS(s) 
and other DAIDS-approved 
location(s). 

• Each investigator must sign and 
date Sections 10 and 11 of the 
Form FDA 1572/DAIDS IoR Form. 

Documentation explaining that the 
investigators listed on the two Form 
FDA 1572s/ DAIDS IoR Form are 
sharing responsibilities for the conduct 
of the study at the CRS and DAIDS-
approved additional location(s). 

Presenter
Presentation Notes
The submission requirements for both options are summarized here. In both cases, documentation explaining the sharing of responsibilities is required. This is often provided using a delegation of duties log. The only real difference is whether a single form is provided with both names and then signed and dated independently or two forms are provided and they are signed and dated independently.



Curricula Vitae and
Medical License

Submission Requirements
Document Requirements
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The next document types that we will look at are CVs and Medical Licenses/or equivalent. 




Curricula Vitae and Medical License –
Submission Requirements

 Required for all Initial Registrations and when there is any 
major change to the current CV on file with
DAIDS.

 NOTE: Examples of major changes to the IoR CV include but 
are not limited to: 

• Change in contact information 
• Change in education 
• Change in experience 
• New trainings 
• New publications 
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CVs are required for all Initial Registrations, every two years, and when there is any major change to the current CV on file with the DAIDS. 

Major changes would include any change in contact information, education, experience or new trainings or publications.



Curricula Vitae and Medical License –
Document Requirements

 Provide a copy of the IoR current medical license 
documentation or equivalent with all CVs.
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Document Submission Requirement Document Requirement

IoR CV Updated CVs should be submitted 
for:
•ANY Major Changes
•Every two years
•Initial Registrations 
•Change of IoR submissions

•Signed and dated
•Contains all applicable experience 
supporting the investigator’s 
qualification to function as the 
Investigator of Record 

IoR Medical 
License

A current medical license or 
equivalent is required to be submitted 
whenever a CV is submitted.

Must be current.

Presenter
Presentation Notes
In addition to the CV, a Medical License or its equivalent is required. With the 2012 revision of the DAIDS Protocol Registration Manual and Policy, it became a requirement to submit a copy of the Investigator of Record’s current Medical License or equivalent whenever a CV is required with the submission. This is specified on page 25 of the manual. Essentially, whenever there are any major changes such as a change of location, training or publication, as well as when submitting an Initial registration or a Change of Investigator, a new CV and the current Medical License/equivalent are required for submission.  

The CV should contain all applicable information supporting the investigator’s qualification to function as the Investigator of Record and it must be signed and dated.

Please note that the Medical License/equivalent provided must be current. If it shows an expired date, the DAIDS RSC PRO will request a current version prior to completing the submission. 



IRB/EC/RE/IBC
Approval Documents

Submission Requirements
Document Requirements
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The next item we want to discuss is Investigational Review Board, Ethics Committees, Regulatory Entities and Institutional Biosafety Committee approval documents



IRB/EC/RE/IBC Approval Documents –
Submission Requirements

 Required for all Initials, Amendments and LoA Registrations, 
Continuing Review Submissions, Site Initiated Revised ICFs, 
Administrative Registrations, and submission of Revised Site 
ICF(s) in response to a request for corrections. 
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Approval documents are required for all Initial, Amendment and LoA Registrations, Continuing Review Submissions, Site Initiated Revised ICFs, Administrative Registrations, and submission of Revised Site ICF(s) in response to a request for corrections. 



IRB/EC/RE/IBC Approval Documents –
Submission Requirements

 CRSs must submit a copy of ALL appropriate documentation to 
and from the IRB/EC/RE/Approving Entity along with a copy of 
all the final approval letter(s) to the DAIDS RSC PRO as part of 
the protocol registration submission. 

• Submission letter from the site to the IRB/EC 

• Letter(s) from the IRB/EC documenting queries and changes required to 
the site-specific ICFs 

• Site response to the queries 

• Final approval letter(s) 
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Clinical Research Sites must submit a copy of ALL appropriate documentation to and from the IRB/EC/RE/Approving Entity along with a copy of all the final approval letter(s) to the DAIDS RSC PRO as part of the protocol registration submission. 

Appropriate documentation consists of the submission letter from the site to the IRB/EC, the letter(s) from the IRB/EC documenting queries and changes required to the site-specific ICFs, site response to the queries and most importantly the final approval letter(s). Note that if there are contingencies identified on the approval letter, the DAIDS RSC PRO will request that a letter be submitted that resolves all previously identified contingencies.



IRB/EC/RE/IBC Approval Documents –
Document Requirements

 Required Identifiers

• Complete Protocol Title for the current DAIDS-approved version of 
the protocol. The DAIDS RSC PRO will accept a long or short title for 
those protocols which include both on the DAIDS sample informed 
consent forms. 

• DAIDS-ES and/or Network Protocol ID Number

• DAIDS Protocol Version Number from the final version
of the protocol approved by DAIDS and/or the final version date of the 
protocol document approved by DAIDS. 
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A requirement for all approval letters is that the letters must include the correct DAIDS-required identifiers so that the document can be linked to the correct protocol.

The DAIDS-required identifiers include a complete Protocol Title for the current DAIDS-approved version of the protocol. The DAIDS RSC PRO will accept a long or short title for those protocols which include both on the DAIDS sample informed consent forms. 

In addition, the DAIDS ES and/or Network Protocol ID Number and the DAIDS Protocol Version Number from the final version of the protocol approved by DAIDS and/or the final version date of the protocol document approved by DAIDS is required. 

Not including all appropriate identifiers can delay the completion of the submission.



IRB/EC/RE/IBC Approval Documents –
Document Requirements

 Per the DAIDS Policy for Enrolling Children (including 
Adolescents) in NIAID (DAIDS)-supported and/or sponsored 
Human Subject Clinical Research, for research studies 
including children or adolescents, DAIDS requires 
documentation of the IRB/EC designation of the pediatric 
risk/benefit category from the U.S. federal regulations and 
IRB/EC approval for involvement of children based on the 
determination specified by that category. 

 http://www.niaid.nih.gov/LabsAndResources/resources/DAIDS
ClinRsrch/Documents/enrollingchildrenrequirements.pdf
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A final requirement for approval letters is documentation of pediatric risk.

Additional information regarding this requirement can be found on the DAIDS RSC website or at the link shown here.

http://www.niaid.nih.gov/LabsAndResources/resources/DAIDSClinRsrch/Documents/enrollingchildrenrequirements.pdf


IRB/EC/RE/IBC
Approval Documents

Termination/Suspension
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Another submission type that requires sites to submit IRB/EC approval letters is called IRB/EC Suspension/Termination. While we do not see many of these, this important submission type was added with the implementation of the 2012 DAIDS Protocol Registration Manual. 



IRB/EC/RE/IBC Approval Documents –
Submission/Document Requirements

 Notify DAIDS via the DPRS when an IRB/EC suspends or 
terminates a part of or all study activities
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Timeline

Protocol is 
Registered 

through
DAIDS RSC PRO

Protocol is not
Registered through

DAIDS RSC PRO

IRB/EC suspends or 
terminates approval 
of research.

No later than 3 
reporting days

Submit documentation 
to DAIDS via the DPRS

CRS must notify the 
appropriate DAIDS 
Program Officer (PO) or
Contracting Officer’s 
Representative (COR)

Presenter
Presentation Notes
Clinical Research Sites (CRSs) are required to notify DAIDS when the reviewing IRB suspends or terminates its approval of research conducted at the site. This notification must be provided within 3 reporting days. Additional details can be found on pages 29 and 30 of the DAIDS Protocol Registration Manual.  If the study is registered via the DAIDS RSC PRO, the site is required to submit documentation through the DPRS. If the study is not registered through the DAIDS RSC PRO, the site must contact their Program Officer or Contracting Officer’s Representative.



Informed Consent Form
Submission Requirements
Document Requirements 
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Let’s now move on to the Informed Consent Form. We will discuss requirements for the submissions as well as the Site ICF requirements as specified by applicable regulations and DAIDS Policy. 



Informed Consent Requirements –
Submission Requirements

 Required for all Initial, Amendment and LOA Registrations if 
there was a change to a Site-specific ICFs, Continuing Review 
submissions if there was a change to the Site-Specific ICFs and 
submission of revised Site Specific ICFs in response to 
requested corrections. 
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The final document type required for an Initial registration is the Informed Consent Forms or ICFs. In addition to Initial registrations, ICFs are required for all Amendment registrations, LOA Registrations or Continuing Review submissions if there was a change to the Site-Specific ICFs, and submissions of revised Site Specific ICFs in response to requested corrections. 



Informed Consent Requirements –
Submission Requirements

 Identifiers - All site-specific ICF(s) must be able to be linked to the 
current DAIDS approved version of the protocol. The DAIDS-
required identifying information is: 

• Complete Protocol Title for the current DAIDS-approved 
version of the protocol. The DAIDS PRO will accept a long or 
short title for those protocols which include both on the DAIDS-
approved SIC forms. 

• DAIDS-ES and/or Network Protocol ID Number 

• DAIDS Protocol Version Number from the final version of the 
protocol approved by DAIDS and/or the final version date of 
the protocol document approved by DAIDS. 
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ICFs are required to contain the correct DAIDS-required identifiers.




Informed Consent Requirements –
Submission Requirements

IC Types Requirements
• All site-specific ICF(s) that will be used during the consent 

process at the site after review and approval by the IRB/EC and 
other applicable REs/Approving Entity(ies) must be submitted to 
the DAIDS RSC PRO.

• If some SIC forms provided with the protocol will not be 
needed at a CRS, the CRS should document this either in the 
comments section of the ICF field of the DPRS or with a 
memo to the DAIDS RSC PRO with the registration 
submission. 
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Some additional ICF submission requirements to consider are shown here. 

The CRS must submit all ICFs required by the protocol or provide justification for their omission.



Informed Consent Requirements –
Document Requirements

• Site-specific ICF(s) must contain all information necessary 
to comply with U.S. federal regulations, local laws and 
regulations, and DAIDS policies. This includes all the basic 
and additional elements, as appropriate, as outlined in U.S. 
federal regulations.

• If a CRS deletes or makes any substantive change to basic 
and/or additional elements as presented in the DAIDS-
approved SIC, the IoR or designee for the clinical trial must 
provide written documentation to explain the 
deletions/change(s) at the time of registration submission to 
the DAIDS RSC PRO. 
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Let’s now discuss the specific document requirements and the information that must be included with the ICFs.

If some information is not included, the CRS must let the DAIDS RSC PRO know why. While it is possible that additional information may still be required, in many cases the justifications can be accepted and including them with the original submission may prevent the need for the DAIDS RSC PRO to request additional information. Most importantly, this prevents delays in approval for participation in the trial.



Informed Consent Requirements –
Document Requirements

 Top reasons changes are requested to Informed Consents

• DAIDS Policy - Compensation

• Basic Element 6 - Research related injury

• Basic Element 1 - Purpose and Procedures 
/Introduction

• Basic Element 5 - Confidentiality

• Additional Element 3 - Costs to You
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Now let’s discuss some of the more common discrepancies seen in ICFs. Seen here are some of the top reasons that the DAIDS RSC PRO has had to request changes to ICFs in the last year. The next several slides will discuss each one and hopefully provide assistance with avoiding these issues.



Informed Consent Requirements –
Document Requirements

 DAIDS Policy - Compensation

• Compensation for Study Related Injury - The ICF must state that 
the U.S. National Institutes of Health (NIH) does not have a 
mechanism to provide direct compensation for research related 
injury. (If  a mechanism to compensate for study related injury is 
available, this must be explained in the ICF.)

 Basic Element 6 - Research related injury

• For research involving more than minimal risk, an explanation as 
to whether any compensation and an explanation as to whether 
any medical treatments are available if injury occurs and, if so, 
what they consist of, or where further information may be 
obtained. (45 CFR §46.116)
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The number one reason that the DAIDS RSC PRO requests changes to ICFs is the DAIDS compensation statement required by DAIDS policy. This policy states, “The ICF must state that the U.S. National Institutes of Health (NIH) does not have a mechanism to provide direct compensation for research related injury. (If  a mechanism to compensate for study related injury is available, this must be explained in the ICF.)”

The ICF must state that the NIH does not have a mechanism to provide direct compensation. If this statement is not present in the site ICF, per DAIDS Policy and DAIDS-approved procedures, the DAIDS RSC PRO review process will be stopped and the change to the ICF will be requested.

The second most common issue is payment for research related injury as required by Basic Element 6 – Research Related Injury. 45 CFR part 46 states that, “For research involving more than minimal risk, an explanation as to whether any compensation and an explanation as to whether any medical treatments are available if injury occurs and, if so, what they consist of, or where further information may be obtained.” 

As you can see, these 2 bullets are related but they are separate requirements. The ICF must provide information regarding compensation and medical treatment as well as who will provide it. If alternative treatment or compensation is available, it should be listed, however there cannot be a statement that implies that the NIH or the sponsor will provide compensation. 



Informed Consent Requirements –
Document Requirements

 Basic Element 1 - Purpose and Procedures/Introduction   

• A statement that the study involves research, an explanation of 
the purposes of the research and the expected duration of the 
subject's participation, a description of the procedures to be 
followed, and identification of any procedures which are 
experimental (45 CFR §46.116)
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The next area where corrections are often requested is another requirement from 45 CFR §46.116. 

The Sample Informed Consent (SIC) forms contain a description of the purpose and the procedures required for participation in the protocol. While the sites are not required to exactly replicate the SICs, they often contain a fairly concise description. If the site IC changes this description from the SIC, a justification should be submitted explaining the change. This will often prevent a request for additional information.



Informed Consent Requirements –
Document Requirements

 Basic Element 5 - Confidentiality

• A statement describing the extent, if any, to which
confidentiality of records identifying the subject will be
maintained (45 CFR §46.116)

 Additional Element 3 - Costs to You

• Any additional costs to the subject that may result from 
participation in the research (45 CFR §46.116)
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Another common issue seen is related to the identification of appropriate bodies that may have access to subject records. 

Basic Element 5 says that Informed consent forms must contain, “A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained.”

Study subjects should be informed of the extent to which the institution intends to maintain confidentiality of records identifying them. In addition, they should be informed that FDA may inspect study records (which include individual medical records). If any other entity, such as the sponsor of the study, may gain access to the study records, the subjects should be so informed. For IND studies, the FDA and other entities are commonly left off as entities able to review the records.  These entities must be listed or the DAIDS RSC PRO will request corrections.

Finally, subjects should be informed of any costs for participating in the study.

Additional Element 3 requires that a statement be included which explains, “Any additional costs to the subject that may result from participation in the research.”

If the subject may incur an additional expense by participating in the research, these costs must be explained. IRBs should consider that some insurance and/or other reimbursement mechanisms may not fund care that is delivered in a research context. The IC cannot state that  the NIH has provided insurance or will pay for any expenses.



Amendment and
LoA Registrations

Submission Requirements
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The next submission types that I would like to discuss are Amendment and Letter of Amendment registration submissions. You will notice that we do not include document requirements here. That is because we have discussed all of the specific document requirements and those requirements remain the same for all submission types. This will be true for the remaining submission types.



Amendment and LOAs –
Submission Requirements

 A complete Amendment or LoA registration submission
must include: 

• Copy of all IRB/EC and other applicable RE approval letter(s) 
and any other appropriate documentation from the IRB/EC 
and other applicable REs with information linking the approval to 
the current DAIDS-approved version of the LoA 

• Documentation of the date the Amendment or LoA and any 
revised site-specific ICF(s) were submitted to the local IRB/EC 
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Shown here are the first two requirements.

These requirements are the two requirements for which DAIDS RSC PRO most commonly asks for additional information. �
When submitting an Amendment or LoA, you must provide an approval letter from all Regulatory Entities or, when applicable, a memo that states that a specific agency is not required to review. This is also a requirement for Site Revised ICFs.  The site can either send a memo with every submission, or if the specific Regulatory Entity will never approve Amendments, LoAs or Site revised ICs, a memo can be provided with the Initial Registration and the DAIDS RSC PRO can apply it to all subsequent submissions for that study and CRS.

For the second bullet, the DAIDS RSC PRO is required to document the date that the Amendment or LoA was provided to the IRB or Ethics committee.  If the site does not include this information with the submission, per DAIDS-approved procedures, the DAIDS RSC PRO will request additional documentation.



Amendment and LOAs –
Submission Requirements

• Institutional Biosafety Committee (IBC) approval
– if applicable 

• Copy of all IRB/EC other applicable RE approved revised 
site-specific ICFs - all languages including English translations
– if applicable 

• Translation Confirmation Document
– if applicable
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Additional documents required are: an Institutional Biosafety Committee (IBC) approval when applicable, a copy of all IRB/EC other applicable RE-approved revised site-specific ICFs including all languages when applicable, as well as a Translation Confirmation Document and English translation if submitting documents in languages other than English or Spanish.
 
For all Amendments and for LoAs that make IC changes, the site must submit the ICFs along with the IRB/EC/RE letters. 
Note that if one or more of the ICFs will no longer be used or were not updated, the site must let the DAIDS RSC PRO know. If not, per DAIDS-approved procedures, the DAIDS RSC PRO will request that the ICFs be submitted or that the site provide documentation that the ICFs will no longer be used.
In addition, if there are new ICFs added as part of the Amendment, these ICFs must be submitted as an “Additional IC Type” and the site will receive an independent approval for the new ICF type. THE SITE IS NOT AUTHORIZED TO BEGIN USING A NEW IC TYPE UNTIL APPROVAL IS RECEIVED FROM THE DAIDS RSC PRO.



Amendment and LOAs –
Submission Requirements

 Additional Amendment and LOA implementation requirements:

• Amendments and LOAs should be implemented immediately 
upon CRS receipt of all required IRB/EC and Regulatory
Entity (RE) approvals unless the LoA or Amendment
specifies otherwise.

• The CRS may delay implementing an Amendment/LOA if 
IRB/EC/RE approved Amendment or LoA states protocol 
changes will be implemented once specific operational 
issues are addressed. The IRB/EC/RE documentation must be 
kept in the site’s regulatory files for verification by monitors.

• Pages 40-45 of the PR Manual
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Regarding the implementation of Amendment and LOA submissions:

CRSs are required to implement an Amendment or Letter of Amendment immediately upon receipt of all IRB, Ethics Committees and Regulatory Entities approvals.  DAIDS takes into account situations where the amendment approved by IRB/EC/RE or other approving entity states that protocol changes required for specific operational issues be addressed before implementation. The exact requirements for all Amendment and LOA submissions are detailed on pages 40 through 45 of the manual.



Amendment and LOAs –
Submission Requirements

 Updated Amendment and LOA implementation requirements:

• A CRS must submit Amendment/LOA registration 
documents to the DAIDS PRO within 14 calendar days of the 
CRS's receipt of all the required final written IRB/EC/RE approval 
documentation for the LOA. 
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Another requirement for Amendments and LoAs is that Amendment and LOA registration documents must be submitted to the DAIDS RSC PRO within 14 days of receiving approval. 

While this will not necessarily affect the registration submission, sites are strongly advised to document the date the CRS receives each final IRB/EC/RE approval letter. Documenting this information supports the CRSs action to comply with the DAIDS protocol registration policy regarding submission of amendment and LOA registration materials to the DAIDS RSC PRO within 14 calendar days of receipt of all final IRB/EC/RE and approval letters. This documentation should be kept in the site’s regulatory files for verification by monitors.



Other Submission Types
Change of IoR

Continuing Review
Sub-studies

Deregistration
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There are a few other submission types that I will discuss, starting with Change of IoR submissions.



Change of IoR Submissions

 Memo requesting the change of IoR
(IRB/EC Letter is acceptable) 

 Copy of the new Form FDA 1572, signed and dated by the new 
IoR (for studies conducted under an IND) or Copy of the new DAIDS 
IoR Form, signed and dated by the new IoR (for non-IND studies) 

 New IoR CV, signed and dated and current Medical 
License/Equivalent
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A change of investigator is considered a major change and the DAIDS RSC PRO should be notified as soon as possible, minimally within 30 days of the change.

The documents required to change the investigator are: a memo requesting the change of IoR (IRB/EC letter is acceptable), a copy of the new Form FDA 1572, signed and dated by the new IoR (for studies conducted under an IND) or a copy of the new DAIDS IoR Form, signed and dated by the new IoR (for non IND studies), and the new IoR’s CV, signed and dated, along with the current Medical License/equivalent

Sites should provide a memo or note that specifies that they would like to change or add an additional IoR. We will discuss creating the submission in the DPRS in a few minutes but please remember to select change of IoR when creating the submission.



Continuing Review Submission

 The DHHS regulations require that all DHHS supported 
research undergo continuing IRB/EC review at intervals 
appropriate to the degree of risk, but NOT LESS than once
per year. 

 Continuing review should be performed prior to the expiration 
date specified on the IRB/EC approval letter(s) and/or site-
specific ICFs. The frequency of ongoing reviews should be 
documented in IRB/EC policies and procedures and may be 
protocol/study specific. 

 CRSs can visit the OHRP website for additional guidance 
related to continuing review. 
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The next submission type that I want to go over is a Continuing Review.

Essentially, all IRBs and Ethics Committees need to perform an annual review and that approval needs to be submitted to the DAIDS RSC PRO.

When we discuss the DPRS, I will demonstrate methods to generate a report that will show the expiration dates of approvals as noted by the DAIDS RSC PRO based on submissions received. It is beneficial to review this data often in order to identify when submission of a Continuing Review is required.



Sub-Study Registration Requirements

An Embedded Sub-Study

A sub-study that is part of a main protocol that may or may not have a 
separate ICF. Embedded sub-studies have the same protocol version 
number as the main study and a separate protocol number and/or 
DAIDS protocol ID number. 

If the main study amends, when protocol registering to the amendment, 
sites are required to protocol register to all embedded sub-studies. A 
CRS will receive a registration notification for each embedded sub-
study that is submitted for protocol registration. 
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I would now like to discuss sub-study submissions. A new section for Sub-Study Submissions was added with the 2012 version of the Protocol Registration Manual to provide clarification on the requirements.  The definition shown above and on the subsequent slide can be found on page 10 of the Manual.




Sub-Study Registration Requirements

A Stand Alone Sub-Study

This is a sub-study that is not part of the main protocol but requires 
participants to be enrolled in the main study or have previously 
participated in the main study. A stand-alone sub-study is an 
independent protocol that may or may not have the same protocol 
version number/date as the main study and will always have a separate 
protocol number and/or DAIDS protocol ID number. 

A CRS should submit all required documents (i.e. IRB/EC approval 
letter(s), site-specific informed consent form(s)), Form FDA 1572
and/or DAIDS IoR Form, and IoR CV) when registering to a stand-alone
sub-study. A CRS will receive a registration notification for each
stand-alone sub-study that is submitted for protocol registration. 
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Shown here is the definition of stand alone sub-study.




Sub-Study Registration Requirements

Type of
Sub-Study

Form
Requirement

Registration 
Requirement

Registration 
Requirement

Embedded
Sub-Study

The Form FDA 1572 
or DAIDS IoR form 
submitted for the 
main study is 
acceptable for the 
sub-study. 

The sub-study 
registration 
submission must 
be created along 
with the main study 
submissions.

Registrations to
sub-studies are
part of the main 
registration however 
are processed  
independently for 
tracking purposes.

Stand Alone
Sub-Study

The Form FDA 1572 
or DAIDS IoR form 
must list the correct 
sub-study title.

The sub-study 
registration 
submission must
be created 
independently from 
the main study 
submission.

Registrations
are considered 
independent 
registrations.
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The table above was created to help clarify the requirements for embedded and stand alone sub-studies.

Embedded sub-studies are considered to be part of the main study and must be registered to at the same time that the registration to the main is completed. Stand alone sub-studies are considered independent registrations. 

Note that embedded sub-studies must be submitted along with the main study (as separate submissions) where as stand alone sub-studies must be submitted independently. A registration notification must be received for both the main and the sub-study. 

DAIDS understands that submitting the same materials multiple times can be time consuming which can be problematic for those making the submissions. To alleviate this, the DPRS has been equipped with mechanisms to make this easier and allows you to enter the sub-study submissions along with the main study. Appendix A in the Manual has been updated to provide additional guidance on creating the sub-study submissions and we will go over how to do this when discussing making submissions within the DPRS.

The primary difference for the different types of sub-studies is that the 1572 or DAIDS IoR form must list the sub-study name for stand alone sub-studies.



Sub-Study Submissions

 Registration for embedded sub-studies is required for all 
versions of the main study unless the site informs the DAIDS RSC 
PRO that they are no longer participating in the embedded sub-
study and request deregistration.

 Registration for stand alone sub-studies is required for all 
versions of the sub-study independent of the main study. 
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Deregistration

Deregistration can occur when: 

• The CRS no longer has participants on study (all follow-up has 
been completed) and does not plan to enroll additional subjects 

• If no participants were ever enrolled at the CRS and the study 
has closed to accrual. 

A complete deregistration submission must include: 

• A Memo requesting deregistration as the CRS no longer intends 
to participate in the protocol(s) 

AND/OR 

• A Copy of the IRB/EC closure/termination letter for the protocol(s)
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Submitting Materials
to the DAIDS RSC Protocol 

Registration Office
Using the DAIDS

Protocol Registration System (DPRS)
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We are going to move on to how to make submissions using the DAIDS Protocol Registration System (DPRS) but before we do, are there any questions regarding the submission or document requirements?

<Answer Questions>

Ok, lets get started on how to gain access and use the DPRS.



Submitting Materials to the DAIDS RSC 
Protocol Registration Office

Agenda

 Requirements

• Gaining Access

 The DPRS

• Logging in/Home Screen

• Reports

• Search

• Creating Submissions
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Listed here are the major topics that we want to discuss regarding how to use the DPRS.

We will discuss the requirement to use the DPRS, how to gain access, the primary features and finally how to use the system to create submissions. 



DPRS
Requirements and Gaining Access
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First, let’s discuss the DPRS and getting access to the system.



Submitting Materials to the Protocol 
Registration Office – Requirements

 Sites participating in NIAID (DAIDS)-supported and/or 
sponsored clinical research that requires protocol registration, 
are required to submit protocol registration materials to the 
DAIDS RSC PRO through the DAIDS Protocol Registration 
System (DPRS). 

 Information on the DPRS and how to access the system is 
available in the DAIDS RSC website and at the below link.

https://www.daidscrs.com/partners/Page_Training/Page_DAIDS_CRS_Training_
Calen dar/Protocol_Registration_DPRS_Training.htm.
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Sites participating in NIAID (DAIDS)-supported and/or sponsored clinical research that requires protocol registration, are required to submit protocol registration materials to the DAIDS RSC PRO through the DAIDS Protocol Registration System (DPRS). 

Information on the DPRS and how to access the system is available in the DAIDS RSC site and at the link shown here.

https://www.daidscrs.com/partners/Page_Training/Page_DAIDS_CRS_Training_Calen%20dar/Protocol_Registration_DPRS_Training.htm


Submitting Materials to the Protocol 
Registration Office

 If a CRS encounters problems when submitting protocol 
registration materials through the DPRS, a CRS can submit 
protocol registration materials via e-mail to the DAIDS 
Electronic Protocol Registration (EPR) mailbox. If a CRS 
submits materials through the EPR mailbox, the email message 
must outline the details of what is being submitted, and the 
kind of registration that is being submitted. 

 epr@tech-res.com
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If a site is unable to submit using the DPRS and DAIDS-ES Support has been unable to resolve the issue, materials can be submitted to the email address shown on the screen. Please be very specific as to the reason for the submission to avoid any confusion and to be sure that the material is processed appropriately.

mailto:epr@tech-res.com


DPRS
Logging In and Home Screen 
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Once a user has taken the training and received their credentials, they will be able to log in and begin utilizing the DPRS.



DAIDS Protocol Registration System 
(DPRS) – Gaining Access
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Before materials can be submitted through the DPRS, the user will need to take the required training. A link is available on the DAIDS RSC site that will take the user to the required DPRS electronic training module. The user will need to know the Clinical Research Site number when completing the training. After the required training has been completed the user will be provided a user name and password which can be used to gain access to the DPRS.




DPRS – Logging In
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Today I will be providing some instruction for entering submissions within the DPRS that will enhance the knowledge received in the required training module. In addition, I will show you how to avoid some of the more common issues found when entering submissions. After the required training has been completed, you will be provided a user name and password which you can use to gain access to the DPRS.

The screen shown here is the DPRS log in screen, where you will enter your credentials to access the system.



DPRS – Home Screen
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Seen here is a typical site user’s dash board. 

The window labeled “submissions” shows recent submissions, their status, and the number of days in progress. (Note that the screenshots presented in the slides are from a test system so the information shown is not actual data).

The window labeled “alerts” identifies outstanding requirements for the given site. In this case, there is an outstanding “Material Request” and outstanding materials for a Registration with Required Correction.

The Reports tab will take you to a new screen and give access to reports regarding site submissions and data. We will go over this later.

The Search Submission tab allows a user to search past and current submissions.

The Submissions tab will allow the user to select between a New submission, Submission of requested materials in response to a Material Request, Corrected Materials in response to an RwRC or Disapproval notification, or a Disapproval reversal for when items requested in a disapproved submission were present in the original submission but were not identified in the original review.

We will go over each of these briefly. 



DPRS
Creating Submissions
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Now, let’s look at how to create submissions.



Creating Submissions
Initial

Copying a Submission
Multi-Purpose Submissions

Requested/Corrected Materials

Presenter
Presentation Notes
Creating submissions is very similar for all submission types. We will go over creating submissions in general but will primarily focus on Initial registrations, copying submissions, creating multi-purpose submissions and submitting materials in response to a request for additional or corrected materials.



DPRS – Creating an Initial Registration
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We will start with an Initial registration, but the process is the same for most submission types.

To create an initial registration, scroll up to the Submissions tab and select New Submission.



DPRS – Creating an Initial Registration
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Your site number should show automatically when you log in. If you are associated with more than one site, you will need to select the CRS number and name appropriate for the registration.

You will then need to select the appropriate protocol from the list of values available on the right side of the Protocol No option. 



DPRS – Creating an Initial Registration

69

Presenter
Presentation Notes
Note that you will only be able to select protocols for which the CRS is considered eligible to participate. If you receive a message “Restricted Study, Cannot Participate”, this means that this CRS is not yet designated to participate in this trial. You will need to contact your Operations center representative so that you may be added as an eligible site.



DPRS – Creating an Initial Registration
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Here is a protocol that this site is eligible to participate in.




DPRS – Creating an Initial Registration
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I am now selecting the most recent protocol version and will demonstrate how to enter an “Initial Registration” submission.



DPRS – Creating an Initial Registration
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To select the IoR, click the List of Values (LOV) Icon.






DPRS – Creating an Initial Registration
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Here we have selected Adriana Andrade.



DPRS – Creating an Initial Registration
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If the IoR is a new IoR and is not identified in the List of Values (LOV), then a new IoR can be added. Simply add in the first, middle and last name along with a valid email address, as shown on the screen.

Also shown here is an Additional Contacts field. If you would like persons other than the IoR, CRS leader, the CRS coordinator, and the person making the submission to receive the notifications, you may enter their email address here.



DPRS – Creating an Initial Registration
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If an error is made, the IoR can be deleted using the red x.



DPRS – Creating an Initial Registration
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This screen functions as a checklist. You will need to select the appropriate submission type based on the specific reason or reasons for the submission.

For our example, we are going to select the submission type “Initial”
As you can see, after I select “Initial” the rest of the submission types are grayed out. This is because you must enter the initial before you may enter any other submission types. After completing the initial submission, you may enter in LOAs or Continuing Review submissions if needed. 

We often see approvals for LOAs included with the Initial Registration however LOAs must be submitted independently. Understanding that this creates additional effort at the site, you may copy submissions and just change the submission type. I will demonstrate how to create a copy once we complete the Initial registration.

Once complete, select the Next button and we will move to the next step.



DPRS – Creating an Initial Registration
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At this point, all of the documents required for an initial registration need to be uploaded.



DPRS – Creating an Initial Registration
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Select the yellow arrow icon and it will allow you to upload documents from your computer. For any document type for which a document is not needed, you must enter a comment in the “Notes” field. If it is not applicable, you may simply enter NA as shown here. 



DPRS – Creating an Initial Registration
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Once all the documents have been added, select “Person Information”. This option will be available anytime that a 1572 or IoR form is being submitted. 



DPRS – Creating an Initial Registration
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A new page will appear that will allow you to enter submitters and reporters in support of DAERS submissions.

Once complete, select save. After receiving a Save Successful message, select Back to Submission to return to the previous screen and complete the submission.



DPRS – Creating an Initial Registration
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At this point all that is required is to save and then submit.



DPRS – Creating an Initial Registration
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Once done, you are asked to confirm the submission. Enter the site number.



DPRS – Creating an Initial Registration
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Enter the protocol number.



DPRS – Creating an Initial Registration
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Enter the version number and select submit.



DPRS – Creating an Initial Registration
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A notification that the submission was successful will appear. If this does not appear, the submission has not been submitted. Please try again or contact DAIDS-ES Support for assistance.



DPRS – Copying a Submission
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We talked earlier about the need to create separate submissions for LoAs.  This can be done easily by creating a copy of a submission.

Please note that in addition to providing the ability to create copies of submissions, the Search Submission page allows you to review the status of the submission, allows you to review the documents that were submitted and to view notifications that were sent regarding an individual submission. 

To make a copy of a submission, simply go to “Search Submissions” at the top of the page and find the appropriate submission. We will go over some other aspects of the Search Tab shortly.

To create a copy of a submission simply select “Create a Copy”. 



DPRS – Copying a Submission
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After selecting Create a Copy, the screen shown here will allow you to make any adjustments to the site number and submission type so that you can submit for a sister site or add in a new submission type so that all documents are processed appropriately.



DPRS – Copying a Submission
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You can add any additional documents as needed or remove any documents not needed by selecting the red x next to the document.



DPRS – Copying a Submission
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You will need to confirm the submission by selecting the site, protocol and version.



DPRS – Copying a Submission
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As with the Initial, you must receive a notification confirming the submission. The confirmation notice must be received for all submissions or the submission was not successful.



DPRS –
Creating a Multi-Purpose Submission
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While it cannot be done with an Initial Registration, sometimes it is helpful to be able to submit several different submission types within the same submission.

The DPRS does allow this for certain submissions as a short cut. The submissions will be processed independently by the DAIDS RSC PRO but you are able to submit at the same time.

After logging in, please select “New Submission”.



DPRS –
Creating a Multi-Purpose Submission
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Enter the appropriate Clinical Research Site.

Enter in the desired protocol from the List of Values (LOV).

Select the appropriate version. 

Verify or modify the IoR and add any additional contacts as needed.

Then Select all appropriate submission types for the documents that you are submitting. In this example, we are submitting an amendment and a continuing review submission. 

Click Next.



DPRS –
Creating a Multi-Purpose Submission
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Another short cut can be used when there are embedded sub-studies.

When submitting materials that pertain to both the main and an embedded sub-study, you may create the submissions at the same time. 

Simply select the appropriate sub-study from the List of Values (LOV).

Then upload the documents appropriate for all submission types.

And then select Save and Submit.



DPRS –
Creating a Multi-Purpose Submission
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Once you have confirmed the CRS, the protocol and version are correct, you will receive the receipt for your submission.

At this point, you still need to complete the sub-study submission.

In the Associated Packets section, please select the appropriate sub-study from the drop down menu.





DPRS –
Creating a Multi-Purpose Submission
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Once you have done so, you need to associate the documents uploaded from the main study submission or modify as needed.



DPRS –
Creating a Multi-Purpose Submission
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Finally, complete the confirmation of the CRS, the Protocol and the version and complete the submission. You will receive a separate submission receipt for the sub-study after completing the confirmation steps.



DPRS –
Requested/Corrected Material Submissions
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The final submission types that I want to discuss today are Requested and Corrected Materials and Disapproval Reversals. Please note that one of the common errors seen with submissions is the submission of requested materials as a new submission. An example would be submitting changes to an IC as site revised ICs instead of as the Corrected Materials. While the DAIDS RSC PRO endeavors to identify other possible submission types and will create the submissions when possible, it is the site’s responsibility to submit these and not doing so can delay the processing of the submission.  Worse, if Corrected Materials are not appropriately identified, the ICFs may not get the final approval.

To begin, place the cursor over the Submission tab and the options shown will be available. 

If you received a Material Request, select requested materials. If you are submitting materials in response to a Registration with Required Correction notification or disapproval, select Corrected Materials. If you believe that issues identified in a Disapproval notification are available in the original submission, then select Disapproval reversal.



DPRS –
Requested/Corrected Material Submissions
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Once selected, the screen shown or a similar screen labeled Requested Materials or Disapproval Reversal will appear. Select the appropriate submission. This links the new submission to the original and allows for efficient processing of the new or corrected materials.

As with all submissions, you will need to confirm the submission and you will want to be sure that you receive the confirmation message.



DPRS
Reports
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The next topic we will discuss is the report feature in the DPRS.



DPRS – Reports
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After selecting the reports tab, you will be able to select from the 3 reports shown here. We will start with the Protocol Registration Summary (PRS) report. The PRS report is a detailed report providing data on all of the protocols that a site has participated in over the years. Note that submissions prior to 2010 may be incomplete due to data collected electronically at that time or that did not transfer from the previous operating system.

All DPRS reports are filterable for various criteria so that you may select only the information that you require at that time.

The CRPMC report is a more basic report that also supplies registration information and also includes any change of IoR submissions if applicable.



DPRS  – Reports
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All of the reports are also customizable to only provide the needed information. You can see here that there is a lot of information that can be obtained within this report.



DPRS  – Reports
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The final report that I want to discuss is the Regulatory Agency Information report. This report provides data regarding expired or soon to be expired IRB approvals. This can be helpful in identifying any annual reviews that need to be submitted to the DAIDS RSC PRO.



DPRS
Search
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Finally, let’s go over the Search function.



DPRS – Search Submissions
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The Search screen has several features that you may find useful. It provides a general listing of submissions for each protocol that the site is participating in. The screen can be filtered by site, protocol, packet number, submission type and submission status as well as the date, so that the results will only include the information you are looking for. Once you find the correct submissions, you can view the documents submitted, associated notifications, and the submission history. In addition, this screen includes a create copy tab that we discussed earlier and a view submitter tab that we will discuss in more detail later.



Resources
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The last topic I would like to cover today are the resources available to assist you with Protocol Registration requirements and submissions including important contact information and links.



Resources - Contacts

The Protocol Registration Office

 PRO correspondence E-mail:
protocol@tech-res.com

 Phone: 1-301-897-1707

DAIDS-ES Support

 E-mail: DAIDS-ESSupport@niaid.nih.gov

 Phone: 1 (866) 337-1605 (USA toll-free) or
1 (240) 499-2239 (Outside USA) 
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For this last topic, the first resource that I want to identify to you is the DAIDS RSC Protocol Registration Office itself. The DAIDS RSC PRO staff is on hand to answer any questions regarding DAIDS Protocol Registration requirements. Communication is often the key to success and we are available by phone or email to assist you. �
Also shown here is the contact information for DAIDS-ES support.  Should you require any assistance with accessing the DPRS or require any other technical support when using the DPRS, please contact DAIDS-ES support.

The DAIDS RSC PRO strives to provide accurate and timely support for sites to facilitate the important work that you do. Please do not hesitate to contact us if there are ever any questions.

mailto:protocol@tech-res.com
mailto:DAIDS-ESSupport@niaid.nih.gov


Important Links

Protocol Registration Manual and Policy

 Link to the 2012 DAIDS Protocol Registration Manual 
• http://www.niaid.nih.gov/LabsAndResources/resources/DAIDSClinRsrch/

Documents/prmanual.pdf

 Link to the 2012 DAIDS Protocol Registration Policy
• http://www.niaid.nih.gov/LabsAndResources/resources/DAIDSClinRsrch/

Documents/protocolregpolicy.pdf

DAIDS RSC Website

 http://rsc.tech-res.com
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The next valuable resource that I want to provide are some important links to documents and websites.

The first links shown here are for the Protocol Registration Manual and the DAIDS Policy. An understanding of the manual and policy will greatly enhance your understanding of DAIDS requirements.

These links as well as several others are available on the DAIDS RSC website, which is the third link identified here. 

http://www.niaid.nih.gov/LabsAndResources/resources/DAIDSClinRsrch/Documents/prmanual.pdf
http://www.niaid.nih.gov/LabsAndResources/resources/DAIDSClinRsrch/Documents/protocolregpolicy.pdf
http://rsc.tech-res.com/


Important Links
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The DAIDS RSC website provides a single source for all of your protocol registration needs, including trainings, guidances and important forms, as well as frequently asked questions. Shown here is the DAIDS RSC home page where, in addition to protocol registration information, you can find information on several other topics including Safety and Human Subject Protection.



Important Links
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The Protocol Registration page has several important pieces of information. Shown here are various guidances and important links to forms such as the 1572 and Translation Confirmation Document we discussed earlier.

You can also view some of the more commonly asked questions by selecting the Frequently Asked Questions tab.



Important Links
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In addition, all of the training resources are available here including the link to the DAIDS Learning Portal and the required DPRS training program. We encourage you to use the DAIDS RSC website for all of the resources needed to assist you with Protocol Registration.



Conclusion

 THANK YOU

The DAIDS Protocol Registration Team

Presenter
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This concludes our discussion for today.  I would now like to open up the meeting to any questions.

<Answer any questions>

If there are no other questions, I would like to thank you all for your attendance. As always, if any assistance is needed, please do not hesitate to contact the DAIDS RSC PRO so that we may support your efforts to conduct these important clinical trials.

Thank you
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