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Introduction
A study should be organized and well planned BEFORE the initiation of subject accrual.  The following recommendations should help you to organize all study documentation.  This is only a guide; feel free to use any method that enables you to present study documents in a well-organized, up-to-date, complete, convenient system.  If documents are organized and maintained in a systematic way, you should easily be in compliance with regulations and should do well on any audit. 
For the purposes of this document the term “binders” will be used but file folders, or any filing system might also be used.  Hanging folders are more convenient for photocopying purposes and require less space while a binder secures the pages in place.  The decision is up to the investigator, the sponsor and the research staff. 
This manual has been developed to provide instructions on how to organize the study documents and the research compliance office has developed many of the forms necessary to effectively manage the study.  
Basic Organization

It is common practice to set up multiple binders to organize a study.  These include the regulatory binder(s), which apply to the study as a whole, and subject or study binders for each subject.  Drug or device studies will also have a pharmacy or device binder.  It cannot be stressed enough that regulatory binders should always be labeled, neat, organized, secure, and kept up to date. 
The subject binder contains all information specifically related to a subject’s progress through the study.  It contains signed consent forms and HIPAA authorizations, data collection forms (DCFs) and/or case report forms (CRFs) and source documents.  It is the repository for all data collected by the site on a particular subject or group of subjects.  

“Essential Documents are those documents that individually and collectively permit evaluation of the conduct of a trial and the quality of the data produced” 
FDA/ICH 

The regulatory binder contains documents that are required by the Federal Drug Administration (FDA), Good Clinical Practice (GCPs), the Institutional Review Board (IRB), and the VAWNYHS Research Service.  It is not used for data collection.  Synonymous terms used to describe the regulatory binder include:  essential documents directory, study binder, investigator binder, administrative binder, regulatory files or investigator’s study files. 
General rules for maintaining all study binders include:

· Make sure the subject’s confidentiality is maintained

· Black out subject’s name and use subject identification numbers in reports (Expedited AE reports, lab reference ranges, etc)

· Keep binders in a secure location (follow your privacy and information security plan) 
· Preferably a locked cabinet in a locked office
· Create tabs for each section listed in the table of contents (Not all studies will require every section)

· Label the outside of the binder (cover and spine) with the protocol name, number, investigator’s name and site name
· File documents in reverse chronological order (most recent on top)
· Do not use binders to hold irrelevant papers (i.e. post it notes to yourself)

· The binder contents and organization needs to be easily understood by someone not familiar with the study

· File documents in the binder/folder as soon as they are received 

· Loose documents can fall out and be lost – be sure they are secure 

· Be careful to file documents in the correct regulatory binder, subject binder or Investigational Test Article binder
· Keep in mind the purpose of the binder is to document compliance with good clinical practice (GCP) and regulatory requirements

Centralized Files

In some cases multiple studies have many of the same regulatory documents.  It is acceptable to file them in one binder but place a “note to file” in each study regulatory binder in the correct section indicating the location of the centralized files.  If a centralized file is not being used then it is important that the documents listed below be included in the study’s regulatory binder. Items that might be filed in a centralized binder include:
· FWA 

· Confirmation of current Federal Wide Assurance (FWA); 
(Required for all institutions receiving funding for Department of Health and Human Services (DHHS) supported studies)

· IRB

· IRB membership lists

· Credentials of IRB members (CV’s)

· List of any changes in IRB membership throughout the study

· Laboratory 

· Laboratory certifications

· Normal ranges

· Pathologist and/or Laboratory Director’s CV

· Investigator/research staff

· Training certificates

· Curriculum Vitas (CV)

· Scope of Practice
· Licenses (if applicable)

VA Requirements

The following are the VA requirements for maintaining investigator’s research records.  These have been taken from VHA Handbook 1200.05.

· Copies of all IRB-approved versions of the protocol and amendments

· Case report forms and supporting data, including, but not limited to, signed and dated informed consent forms and HIPAA authorizations

· Documentation on each subject including, but not limited to:

· Informed consent

· Interactions with subjects by telephone or in person

· Observations

· Interventions

· Other data relevant to the research study including, but not limited to:

· Progress notes

· Research study forms

· Surveys

· Questionnaires

· Reports of adverse events

· Data analyses

· Reports including, but not limited to, abstracts and other publications

· All correspondence including, but not limited to, that with the funding source or sponsor, and with applicable oversight entities including, but not limited to, IRB, R&D Committee, ORO, and FDA

· A master list of all subjects for whom informed consent has been obtained in the study

Documents must be maintained so that they may be audited by the facility RCO or other entities according to applicable sponsor, local, VA and other Federal requirements.  Also, an accounting of disclosure must be maintained for each and every disclosure of information from the study to a non-VA entity.
Regulatory Binder
All principal investigators are required to maintain a regulatory binder, which contains all essential documents or supportive study documentation.  The purpose of a regulatory binder is to allow research staff to reference information and provide easy access to essential documents by trial monitors, auditors, the IRB or other regulatory authorities including but not limited to the Office of Human Research Protections (OHRP), Office of Research Oversight (ORO) and the FDA. 

The Principle Investigator is responsible for maintaining the regulatory binder and often delegates this task to a member of the study staff.  The organization of the regulatory binder is at the discretion of the investigator or sponsor but it should be organized in a manner that allows documents to be found easily.    

Forms and Tools

Forms used in the regulatory binder may be obtained from the VAWNYHS Research Service Website.  


Use the following tabs in any order that works best for the study. Keep in mind that all tabs may not be required for every study. The headings in RED are those which are required for all studies, headings in BLUE are those which may not be required for all studies.

Cover Page 
Start with a cover page to include the Study Title, IRB number, Investigator Name, Study Site and Sponsor.  Include an “end of study” statement to be completed and signed at the end of the study. 

[image: image1.emf]Cover Page.docx


Research Staff Requirements 
The Research Staff Requirements section should include past and current training certificates, CVs/resumes (signed and dated updated every year), documentation of current professional licenses (including DEA if applicable), conflict of interest statements, other relevant qualification documentation such as scope of practice or functional statement, and signed and dated FDA Form 1571 (Cancer Therapy Evaluation Program (CTEP) studies ) for Investigator initiated INDs or, FDA Form 1572 (non-CTEP studies) one per protocol. Having sub -dividers in this section, labeled by the person’s name might be helpful.  
If this information is kept in a master binder or another place, place a note to file in this section explaining where the information can be found and the location of the other binder or folder.
The Staff Signature and Delegation of Responsibility Log indicates who is authorized to do particular study tasks, and the dates that the individuals conducted work on the study. Tasks are to be delegated to qualified individuals in accordance with protocol requirements and applicable state and local scope of practice standards. Decisions requiring higher levels of clinical judgment such as eligibility, termination, adverse event relatedness and medical treatment are to be made by the Investigator or a clinically equivalent designee (Sub-investigator).


[image: image2.emf]Staff Signature and  Delegation Log.docx


Periodic meetings of the Study Team are highly recommended and should be documented. The Study Team Meeting Log can be used to record the attendees, date, and topics for both routine and special meetings of team members; e.g., site initiation visits and weekly Investigator meetings. It can be used to document both training and study oversight by the investigator and/or sponsor. Use a separate form for each meeting. 


[image: image3.emf]Study Team Meeting  Log.docx


The Conference Call Log is used to document conference calls, the lead person, and the topic(s) discussed. 

[image: image4.emf]Conference Call  Log.docx


Protocol, Amendments, and Other Actions
This section is intended to provide a historical record of all documents sent to and approved by the IRB, SRS, R&D and other subcommittees. Use the IRB Submission Tracking Log to record all protocols, continuing review approvals, amendments including staff changes and other actions, and notifications. Identify documents by date and/or version number or insert the sponsor-generated list of these documents. Include in this section, the IRB Submission Tracking Log, all versions of the study protocol including the protocol signature page; all protocol amendments including the amendment signature page; and any other items acknowledged, or approved by the IRB. All versions of the study protocol and amendments used in the trial must be available at all times. Maintain a paper copy of the current version of the protocol to assure immediate access to current documents but outdated protocols can be maintained as either a hardcopy, electronically or on compact disk (CD). At the end of study, all approved versions and amendments must be archived in the regulatory binder, either as a hardcopy, electronically or on CD (Contact the RCO for assistance with electronic storage on SharePoint).


[image: image5.emf]IRB Submission  Tracking Log.docx


Note: To conserve space, the protocol and amendment section may be stored in a separate binder. If that is the case place a note to file in this section stating where the documents are stored.
Informed Consent Documents, Waiver of Informed Consent, HIPAA Documents
This section is intended to provide a historical record of all IRB approved ICDs. The Informed Consent Tracking Log will be reviewed by the RCO, during audits including but not limited to triennial and for cause audits. Include this log and all unsigned IRB approved and stamped versions of the informed consent document, past and present in this section. File only the final IRB approved informed consent document -one copy of each version approved during the trial. Outdated ICDs should be defaced with a note such as “OBSOLETE”, or by means of an “X” on the front page of the outdated consent. Consider placing the most current version of the informed consent document in a plastic sleeve to avoid any confusion. Correspondence concerning these documents should be filed in the IRB Correspondence Section. 
Initiate a consent log with the first version of the consent and keep it current. Record the version number, date or other unique identifier that has been applied to the form, date the IRB approved the ICD, date investigator received the ICD from IRB (this date, rather than the date of IRB approval, is the date the Investigator will be expected to start using the form) and any necessary action required (i.e., record whether re-consent is necessary for current active participants or if the revised form applies to future subjects only).  If the revised ICD contains information that may affect subjects’ willingness to continue, the information must be communicated to current active subjects. If re-consent is the method chosen by the IRB to communicate the new information, this consenting must occur at the first opportunity, i.e., next scheduled visit, or sooner if necessary, e.g., special visits, mail, etc. 

[image: image6.emf]Informed Consent  Tracking Log.docx


Also placed in this section should be the approved HIPAA Authorization, and/or any Waiver of Informed Consent, or HIPAA Waiver documents approved for the study.

Correspondence

Document and maintain all relevant, significant communication from the sponsor, CRO or monitor correspondence from the FDA, NIH, etc and other general correspondence in this section.
Enrollment Log

The Enrollment Log lists all local subjects who agree to be in the study. Subjects should be listed in chronological order and the log should be kept current during the trial and upon study closure. The log documents the date the subject signs the ICD, that a copy of the signed ICD has been provided to the participant, gender, and ethnicity (which will aid your reporting at the time of continuing review). It further documents the date the participant completed the study, as well as (if applicable) the date the participant was terminated or withdrew and the reason.  There is also a place to mark whether or not the participant was lost to follow up.
This log will be reviewed by the RCO, during audits including but not limited to triennial and for cause audits, to confirm that all consent audits have been completed, to review any screening failures or withdrawals, and to determine the timing of the first procedure. By documenting all persons who agree to be in the study and whether or not they are enrolled helps the investigator to demonstrate fairness in recruiting.

VA requirements regarding maintaining a master list of all subjects are very specific.  The following has been taken from VHA Handbook 1200.05.

Maintaining a Master List of All Subjects. This means the investigator must maintain a master list of all subjects from whom informed consent has been obtained whether or not IRB granted a waiver of documentation of informed consent.

1. Investigators must not add a subject’s name to the master list of all subjects until after:

a. Informed consent has been obtained from that subject, and
b. When appropriate, informed consent has been documented using an IRB-approved informed consent form.

2. IRB may waive the requirement for the investigator to maintain a master list for a given study if both of the following conditions are met:

a. There is a waiver of documentation of informed consent, and
b. The IRB determines that including the subjects on such a master list poses a potential risk to the subjects from a breach of confidentiality.

3. If IRB waives the requirement to maintain such a master list, IRB must provide written documentation in the IRB minutes or IRB protocol file justifying the waiver.

4. The investigator must secure the master list appropriately in compliance with all VA confidentiality and information security requirements in the investigator’s file for each study.
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Screening Tool
The Office of Research Oversight requires that the RCO verifies documentation that the research subject met all inclusion / exclusion criteria before being enrolled in the study.  This is documented on the Research Study Initiation Note in CPRS, however a more detailed I/E screening tool can be very helpful to document each element of inclusion and exclusion criteria.  Attached, please find a sample screening tool which can be modified to fit your study.
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Subject Identification Code List

The Subject Identification Code List is a confidential list of names of all subjects that provides a link between their identity and their study identification code. This enables the investigator/ institution to quickly identify participants in case of an emergency. This list should be stored electronically, in a secure location, with a note to file in the regulatory binder indicating where the list can be accessed.
The Office of Management and Budget (OMB) issued memorandum 01-16, Safeguarding Against and Responding to the Breach of Personally Identifiable Information (May 22, 2007)  (Also see VHA Directive 2011-030) which seeks to decrease the volume of collected  and retained information, limit access and make information unusable by unauthorized individuals. For these reasons, the Subject Identification Code List should be kept electronically and not in a log book which could easily be misplaced or stolen. Only members of the study team should have access to this electronic file.  For assistance setting up a secure sharepoint folder, please contact the Research Compliance Officer.
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Notes to File (NTF)
These may include site or sponsor generated NTFs. Sponsor generated NTF may be global or site specific. A sample note to file called Note to File: Explanation of Irregularity or Non-Compliance is available here.  Consider numbering NTFs and keeping a log Note to File Log for easy retrieval.
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Public Registration of Research Studies
All research studies that meet the definition of a clinical trial must be registered at www.clinicaltrials.gov as per International Committee of Medical Journal Editors (ICMJE) initiative, the FDA Amendment Act of 2007 and VAWNYHS policy.  If applicable, place the registration receipt for the initial registration and for any updates in this section.  Contact the AO/R&D at 716-862-6527 to set up a Protocol Registration System (PRS) account.  Note: For commercially funded, multi-center studies, public registration is typically handled by the study sponsor or Contract Research organization (CRO).
IRB Federal Wide Assurance Letter

This section is intended to document the VAWNYHS current IRB Federal Wide Assurance (i.e., certification number and expiration date), IRB roster and the IRB member’s credentials for the duration of the study.  This section is only necessary if required by the sponsor.  Otherwise the FWA, IRB roster and IRB member’s CVs are available in the Research Service.  Investigators can search for VAWNYHS assurance information at: http://ohrp.cit.nih.gov/search/search.aspx?styp=bsc
Site Visit Monitoring
Monitoring visits are performed by the study sponsor to ensure oversight.  Visits fall into four categories; pre-study, initiation, periodic monitoring and close out visits.  Sites might also be monitored by the FDA, IRB, Sponsor, VAWNYHS Research Compliance Officer, and others as applicable.  When a site monitor comes on site for a visit, submission of the Research Study Monitor Report Form to the Research Compliance Officer is required within 24 hours of the visit.  The documentation of every site visit should be kept in the regulatory binder.  The log of visits can be used to verify that the study was monitored, the date the monitor was present and the frequency of monitoring.  
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Advertising/Educational Materials
This section should include any IRB approved advertisements, recruitment flyers, and/or written educational and other materials provided to the subjects. 

Blank Set of Case Report Forms

A case report form (CRF) is a paper or electronic form, usually developed by the sponsor or investigator, which is used to collect data for the clinical trial. The CRF collects data according to the protocol and allows for efficient, complete data processing, analysis and reporting. For example, using an Inclusion/Exclusion CRF verifies that the subject did or did not meet the inclusion/exclusion criteria and why.

This section should include a copy of all past and current CRF. Outdated CRFs should be defaced with a note such as “OBSOLETE.” Consider developing a case report form log to keep track of the CRFs and the numerous versions. An optional Case Report Form (CFR) Log has been developed for your convenience.
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Serious Adverse Events

A Serious Adverse Event (SAE) is an adverse event in human research that results in death, a life-threatening experience, inpatient hospitalization, prolongation of hospitalization, persistent or significant disability or incapacity, congenital anomaly, or birth defect.  An AE is also considered serious when medical, surgical, behavioral, social or other intervention is needed to prevent such an outcome.  

Local, Serious, Unanticipated Adverse Events must be reported in writing to the IRB within 5 business days of becoming aware of the event.  This requirement is in addition to other applicable reporting requirements for reporting to the sponsor under FDA requirements. 

Include in this section, documentation of the SAE report to the IRB. As applicable, SAE reports may need to be sent to the sponsor, and FDA, and Office for Human Research Protections (OHRP). It is always best practice to include documentation that the SAE report was received by the IRB, sponsor, FDA and OHRP.  
This section should include a copy of the SAE and all documentation.  Use the Serious Adverse Events Log to document all SAEs and UPRs. 
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IND Safety Reports

FDA Regulation 21 CFR312 –Investigational New Drug Application uses the phrase “IND safety reports.”  The term "IND Safety Report" is being used to represent all types of external adverse events reports, including, but not limited to, IND Safety Reports, Data Safety Monitoring Board Reports, and FDA Safety Alert Letters (PBMs). Regulations require that the sponsor of the IND, not the study investigator, submit IND safety reports to the FDA and participating investigators unless the report is for a single site then it is the investigator’s responsibility.  IND safety reports do not necessarily meet the definition of an unanticipated event which is required to be reviewed by the IRB. However, sponsors may send the report to the investigator and instruct the investigator to submit the report to the IRB.  The IND safety report concerning the study product but may not necessarily apply to events that occurred at the local site. The investigator should review the IND safety reports received from the sponsor and must submit the report to the IRB if the report (1) meets the definition of an unanticipated event, (2) if the IND safety report triggers a change in the protocol or consent form, (3) if the report is for a device study or (4) if the sponsor requests the safety information be reviewed by the IRB to determine if a change to the research is required or if currently enrolled subjects should be informed of the new information. 
This section should include IND safety reports including documentation that the report was reviewed by the investigator (sign and date report), whether or not any action is needed and what action was taken. Completion of the IND Safety/DMC Reports Log will provide the documentation of receipt and actions taken and should also be kept in this section.
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Local Laboratory Certificates/Reference Ranges
Valid certifications and reference ranges need to be kept for every laboratory listed on FDA Form 1572 for the length of the study. Depending on the circumstances, for example, study staff performing lab experiments/analysis, it might be appropriate to have operation manuals, training manuals and calibration, validation, maintenance records. Place a note to file in this section explaining where the information can be found.

This section should include laboratory accreditation certificate(s), College of American Pathologist (CAP) or Clinical Laboratory Improvement Amendments (CLIA);  pathologist’s and/or lab director’s  CV, licenses, and certifications , if applicable; shipment and storage records for biological samples (if not stored in another section); and normal laboratory ranges for all labs/tests included in the protocol. If using results for a specific participant as the reference ranges, blacken out all participant specific identifiers, copy and place in this section. Be sure to update these records at least every two years.
CAUTION: Normal values available from an institution’s electronic medical records system, e.g., CPRS, reflect only current values. Previous normal values will be unavailable. Print and file current values at least every two years, sooner if indicated.
Tracking and Shipping

This section should include a master Laboratory Specimen Tracking Log that allows tracking of specimen collection, shipment, and/or storage. All biological materials must be handled, stored, and shipped in compliance with FAA and IATA regulations as well as VAWNYHS policies on hazardous materials. Packing and shipping training needs to be completed for all personnel responsible for shipping hazardous materials.  Documentation of this training should be filed in the Research Staff Requirements section of the regulatory binder.

Shipping receipts can be placed in this section or in the appropriate subject binder.
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Financial Documents
This section would include the clinical trial agreement, budget, financial expenditure records and billing statement. These documents may be stored in a separate location but place a note to file in this section indicating where they are stored.
Other Documents
Include other important study documents such as other necessary approvals, Certificates of Confidentiality, and copies of newsletters or publications. 
According to VHA Handbook 1200.05 Section 9H (3) an accounting of disclosures (oral and written) must be maintained for every disclosure of individually identifiable information from a study to a non-VA entity. Disclosure of de-identified data, or a limited data set does not require an accounting (VHA Handbook 1605.01 section 35c (1)). The accounting must include the date of each disclosure, nature or description of the individually identifiable information disclosed, purpose of each disclosure and the name and address of the person/agency to which the disclosure was made. This could be kept electronically in a spreadsheet for the study or in the subject’s binder.  Use the Accounting of Disclosures Log or appropriate VAWNYHS form (from medical records). Health information disclosures should be discussed in the protocol and reviewed and accepted by the Privacy Officer at part of the approval process. Place a note to file here explaining how disclosures are recorded and where the information is kept. 
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Study Close Out

You must close the study with the IRB and appropriate committees or subcommittees if your research is completed, being terminated or if the investigator is leaving and the study will not be continued. Many activities need to be completed prior to closing a study. Use the Study Closeout Checklist or a sponsor provided checklist to help guide the process. 
For VA studies, VA records retention regulations supersedes all other regulations. Additionally, the U.S. Department of Health and Human Services (DHHS) and the FDA have regulations related to retention of protocol records. DHHS Regulations (45 CFR 46.115) apply to all research conducted or supported by any Federal department or agency. This regulation states that IRB records relating to research conducted shall be retained for at least 3 years after completion of the research. The Food and Drug Administration (FDA) regulation (21 CFR 56.115) is virtually identical; it also states that IRB records must be retained for at least 3 years after completion of the research. Trials with a FDA IND must additionally comply with 21 CFR 312.57 and 21 CFR 312.62. These regulations apply to investigational agent records, investigator financial interest records, and subject case histories. Both of these regulations require that the sponsor retain records and reports for 2 years after a marketing application is approved for the agent. If an application is not approved for the agent, the sponsor retains records and reports until 2 years after shipment and delivery of the agent for investigational use is discontinued and FDA has been so notified. The contract awarded for each study should state how long records are to be retained for that study. These statements should be as stringent as the Federal regulations and should be specified in the study protocol. 
However, remember VA regulations require research records be retained according to the Records Control Schedule 10-1 which at this times states all records should be retained indefinitely.
This section should include the completed Study Closeout Checklist or sponsor checklist as well as any additional closeout information or records (i.e., transfer of custody forms, etc). 
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Investigational Test Article Records
The Investigational Test Article Records help to provide accountability of the investigational product (IP).  Accountability records demonstrate that the IP was administered according to the protocol and support the validity of study data and conclusions. The IP should be traceable through every stage meaning the amount of IP (documented in the smallest dosage level if it is a drug (tablets, capsules, mL, etc) shipped by the packager, received by the site, dispensed to the subject, returned by the subject, destroyed or returned to the packager. Investigational test article records are often kept in a separate binder for the duration of the study but should be transferred to this section at the end of the study. During the study have a note to file in this section explaining where the Investigational test article records are located. At the end of the study and periodically throughout the study the IP records should reviewed by the investigator or designee to assure that they accurately and completely document all receipts from sponsor, all dispensing to and returns by subjects  and the final disposition of product.  For more complete information on the requirements for investigational test articles see VHA Handbook 1108.04 Investigational Drugs and Supplies (February 29, 2012). 
The VAWNYHS requires investigational drugs be stored and dispensed through the research pharmacy, consequently, the pharmacy will maintain these records but the Principal Investigator holds ultimate responsibility. At this time there is no VAWNYHS device dispensing mechanism, as a result the PI is responsible for maintaining all device records.  If the IP is a device, the accountability records should include the type and quantity of the device, date of receipt, serial or model number(s), batch number or code mark, name of person receiving the shipment, if the IP was used or disposed of, the subject ID number of participant receiving the device, number of devices returned to sponsor, repaired or otherwise disposed of and why and the number of devices left in inventory as well as any FDA reports, safety watches and any other communication related to the investigational device.

Investigator responsibility includes ensuring the proper security and storage of the drug/device, educating study staff on the proper procedures necessary to maintain drug/device accountability, ensuring that study staff follows the study protocol, keeping the pharmacy informed of changes to the protocol and providing the pharmacy with the necessary documents (copy of the approved protocol and amendments, signed approval letters) to allow them to receive the IP and maintain accountability. 
The following documents should be kept in the IP binder as applicable:
Approved protocol and amendments with IRB and R&D Approval Letter(s)

Updates and changes to authorized prescribers

Documentation of Continuing Review

Notice if clinical investigation is suspended or terminated by any oversight committee (IRB, R&D C FDA etc) or group

Notice when the study is closed

Investigational Brochure and updates
Signed VA Form 10-9012, when appropriate 

Any sponsor-provided documents relating to storage, preparation, dispensing, and accountability
Consent Form Verification Log
Investigational Drug Log
Signed FDA Form 1572 (when applicable)
Blind Break procedures

Drug/device shipment and receipt records/forms/invoices shipping receipts 

Drug/device accountability (dispensing) logs (pharmacy and/or clinic) 

Drug/device supply forms

Instructions for storing/dispensing

Temperature logs if applicable

Disposition records (destruction or return to Sponsor) 

Package insert 
National Cancer Institute (NCI) Drug Accountability Record Form (DARF) (if applicable)

NCI Division of Cancer Prevention (DCP) Agent Return Form (if applicable)

Investigation New Drug (IND) safety reports/letters including documentation of receipt by IRB
The investigator must provide the research pharmacy with:

· A copy of each research subject’s signed consent form or there must be a mechanism to verify the ICD in CPRS
· Investigational drug information including allergies, toxicities, or adverse drug events related to the investigational drug, or the potential for interaction with other drugs, foods, or dietary supplements (herbals, nutriceuticals)needs to be available on each patient receiving an investigational drug through the electronic medical record or other locally-approved means
· The completed VA Form 10-9012, or electronic equivalent, in the subject’s medical record.
Subject Binder
According to 21 CFR 312.62 subpart D “an investigator is required to prepare and maintain adequate and accurate case histories that record all observations and other data pertinent to the investigation on each individual administered the investigational drug or employed as a control in the investigation. Case histories include the case report forms (CRF) and supporting data including, for example, signed and dated consent forms and medical records including, for example, progress notes of the physician, the individual's hospital chart(s), and the nurses' notes. The case history for each individual shall document that informed consent was obtained prior to participation in the study.”
The subject binder is separate from the subject’s medical chart and the regulatory binder.  Updating the subject binder or file should be done on an ongoing basis so when the study is audited the subject binder is ready without any extra work or preparation.  The subject binder should be designed to be self-explanatory and, if so, the audit should go smoothly.  For example, the Inclusion/Exclusion (I/E) section should include the completed I/E case report form and a copy of the source document for each eligibility criterion.  This enables the auditor to determine the subject’s eligibility by reviewing these documents without having to go to the medical record. 

Label the subject binder with the protocol number, participant initials and study ID number.  Seriously consider flagging the subject binder with anything that is important to know – allergies or parts of the consent that the subject did not agree to sign, for example the subject did not agree to have pictures taken.  Include the subject’s study visit tracking log and create sections using manila folders or dividers.  Sections can be organized by visit, type of documents or any other logical system.  The most popular method is using visit sections.  The recruitment section might include the study registration forms, and a copy of the signed informed consent and HIPAA Authorization and any re-consent and re-authorization forms, if applicable; and the screening section would include the I/E forms and source documents.  Other sections might be labeled Visit 1, Visit 2, etc.  If using a “documents type” binder the sections might include: informed consent, vital signs, blood draws and notes. 
The subject binder should contain copies/printouts of pertinent notes and reports that are totally consistent with notes, reports or information in the subject’s CPRS record.  It should contain all the information (source documentation) used to complete the case report forms (CRFs) as well as substantiating documentation for notes, I/E criteria and the quality of the informed consent process.  If there are missing or lost case report forms (CRF), there MUST be a “note to file” explaining the situation or where the forms are located.  If the study is using paper forms, they should be the in subject binder.  Any correction made on a CRF should be dated, initialed and if necessary explained.  Draw a single line through the incorrect entry but do not erase or obscure the original entry.  Never use correction fluid or throw out data that has been corrected.  Electronic data collection software should have the capacity to track changes to the CRF.
If the study is using electronic forms, maintain the forms electronically during study and on a compact disk (CD) at end of study according to VA regulations. 
The following is a list of items that should be in the Subject Binder: 
· Signed consent forms / HIPAA Authorizations  (initial, sub-study and any re-consent/authorizations)
· NOTE: Copies may be kept in the subject’s folder  if all original signed consent forms are filed together in a separate Subject Consent Master File
· Copies of completed Case Report Forms (CRF)  and copies of data queries and responses 
· Accounting of any disclosures of individually identifiable information to a non-VA entity
· Source documentation for study data (See list of possible source documents below)
· Be sure to have PI or designee sign off as “clinically significant” (CS) or “not clinically significant” (NCS)

· For CSP studies, the Central IRB requires outside laboratory results be entered into CPRS as part of the study visit documentation.
· Adverse Event or unanticipated problem reports and  information 
· Correspondence related to the specific study subject 
· Emails, notes-to-file, telephone documentation
· Other subject specific items 
· Copies of progress notes 

· Treatment administration and accountability

· Protocol deviations 

· Questionnaires, diaries, etc. 

· The following is a partial list of possible  source documents:
· Hospital, clinic, office  records
· Subjects’ diaries or files
· Pharmacy drug dispensing records

· Recorded data from automated instruments

· X-rays, EKGs, laboratory results
· Copies of transcriptions certified after verification as accurate and complete

· Microfiches, photo negatives, microfilm, or magnetic media

· IRB, sponsor correspondence (SAE, UAP)
· Study visit notes

· Electronic records
· Physician, nurses notes, lab or progress notes
· Flow sheets and work sheets

· Telephone logs

· Memoranda

· Outside Source Information  (may only be copies from a referring physician)

· Non-study clinic visits or hospitalizations
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		Principal Investigator:

		



		Study Title:

		



		Study ID:

		







		Count

		Last Name

		First Name

		SSN#

		Study ID
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Site Visit Monitoring Log

		Principal Investigator:

		



		Study Title:

		



		Study ID:

		



		Sponsor:

		







		Visit Date

		Purpose of Visit

		Visitor’s Name

		Visitor’s Signature

		Designated Staff Signature
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Laboratory Specimen Tracking Log

		Principal Investigator:

		



		Study Title:

		



		Study ID:

		

		Laboratory:

		



		Phone #:

		

		Address:

		



		Specimen(s):

		







		Count

		Subject / Sample ID

		Date Collected

		Date Sent

		Tracking #

		Comments
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		Accounting of Disclosure Log

		Principal Investigator:

		Study Title:

		Study ID:

		Patient Name		Date of Disclosure		Person/Agency Name and Address to whom disclosure made		Description of Information		Purpose for Disclosure		Employee Who Made Disclosure		Comments






_1427173546.doc




SAMPLE
  
        Version 1.27.12




    Protocol: A randomized cross over trial of two treatments for OSA in Veterans with PTSD

Inclusion Criteria/Exclusion Criteria Pre-Screening Form

      Eligible_______ Screen Failure_________

		Inclusion Criteria

		Exclusion Criteria



		Has your physician recently diagnosed you with obstructive sleep apnea? (central or mixed sleep apnea not eligible)


Yes(     No(

		To your knowledge, have you ever received a diagnosis of central sleep apnea? 

(central apnea/hypopnea >50% of total resp. events)


Yes(    No(



		Have you been officially diagnosed with PTSD by a mental health practitioner? 

Yes(    No(

		Before today, have you used a CPAP machine, BiPap machine, an oral appliance, or have you had surgery for sleep apnea? 

Yes(    No(



		

		Do you wear dentures?


Yes(    No(

If yes, how many of your teeth are your original permanent teeth: (Top _____ Bottom _____)



		

		Have you ever received a diagnosis of narcolepsy?

Yes(     No(



		

		Have you ever received a diagnosis of TMJ (tempo-mandibular joint disease)?


Yes(     No(



		

		Have you ever received a diagnosis of epilepsy or a seizure disorder? 


Yes(     No(



		

		Have you been diagnosed with any type of dementia or Alzheimer’s disease? 


Yes(     No(



		

		Do you currently experience prominent thoughts of suicide or homicide? 


Yes(     No( 



		*BOTH qualifiers must be checked YES for subject to be eligible for enrollment in this study.

		*If any in this column are marked “Yes” ( the subject cannot be enrolled in the study. (See question #3 in this column must be >4)





*MUST HAVE ZERO OF THE ABOVE CONDITIONS

     Initials of Research Staff conducting pre-screening: ___________________________


     Initials of person being pre-screened: _____



		CENTER MEMORANDUM NO. 00-178			

VA WESTERN NEW YORK HEALTHCARE SYSTEM



August 7, 2012                                                    CENTER MEMORANDUM NO. 00-178





ACCOUNTING OF DISCLOSURES





1. PURPOSE:  



Any time protected health information or other individually identifiable information included in a System of Records under the Privacy Act is disclosed outside the VA, an accounting of disclosures is required. This is a requirement pursuant to the Privacy Act of 1974 and the Health Insurance Portability and Accountability Act (HIPAA).  To meet these requirements, VHA must maintain a cumulative accounting or list of what information VHA discloses, to whom VHA discloses the information, for what purpose and when, for each patient or veteran, which is called an Accounting of Disclosures.  This list must be maintained not only to comply with the aforementioned laws, but also because under these laws the patient has a right to request a copy of an accounting of disclosures of his/her information. This document outlines the procedure to be followed to account for all disclosures within the facility.



2. POLICY:  



Any employee who discloses individually identifiable information (III) or protected health information (PHI) that meets the accounting of disclosure requirements should maintain an accounting of disclosures or report the necessary information to the Release of Information (ROI) Office so an accounting can be maintained.



3. DEFINITIONS:



A. Individually Identifying Information (III) -  any information, including health information maintained by VHA, pertaining to an individual that also identifies the individual and, except for individually-identifiable health information, is retrieved by the individual’s name or other unique identifier. Individually-identifiable health information is covered regardless of whether or not the information is retrievable by name. 

 

B. Protected Health Information (PHI) – PHI is individually-identifiable health information maintained in any form or medium.











4. PROCEDURES:



A. Patient Medical Records (24VA19) – It is allowable under HIPAA and the Privacy Act to disclose III and PHI, excluding 38 USC 7332-protected information (drug/alcohol abuse, HIV, and sickle cell anemia), without the prior written authorization of the patient, for treatment, payment and healthcare operations. Generally, all PHI from the patient’s medical record should be released through the ROI Office under the direction of Health Information Management (HIMS).  



i. All disclosures made through the ROI Office must be entered into the DSS/ROI software, which is the VHA standard for maintaining an accounting of these disclosures.  However, it is understood that for patient care purposes, it is often necessary for the clinic or clinical service to release information to a non-VA healthcare provider for continuity of care (i.e. referral for further treatment).  In these cases, the clinic and/or clinical service must account for these disclosures. This can be done in one of two ways:



a. Notify the ROI Office of the disclosures for entry into the DSS/ROI software.  (This will require prior approval by the HIMS Manager).

b. Maintain a separate electronic list of all disclosures made using a spreadsheet to ensure all elements of an accounting of disclosure are included (see attached).







B. Other Individually Identifiable Information – Any individually identifiable information released from a VHA Privacy Act System of Records must have an accounting of disclosure. Examples of these types of records include but are not limited to Human Resources or General Personnel Records (76VA05), Credentialing and Privileging Records (77VA10Q), Police and Security Records (103VA07B), Vista (79VA19), and Revenue Program-Billing and Collection Records (114VA16). This accounting should be maintained using the spreadsheet mentioned in #1b above and posted to a shared drive or share point site where limited access is available to those with a need to know and to the Privacy/FOIA Officer for required auditing and annual Freedom of Information Act (FOIA) reporting. 



i. An exception to this is those records where the disclosures are tracked in the software system where the records are both stored and disclosed from, allowing for the accounting to be retrospectively created using reports. This is the case with the Revenue Program-Billing and Collection records (114VA16) as the Vista billing package maintains all the bills or claims for a patient prepared and submitted to an insurance carrier under the Revenue program. By generating a report of all the bills/claims for a patient to include date and insurance carrier, you have an accounting of disclosures for the billing information.



b. Any employee who discloses III or PHI that meets the accounting of disclosure requirements should maintain an accounting of disclosures or report the necessary information to the ROI Office so an accounting can be maintained.



c. An accounting of disclosures is not required when making disclosures internally within VHA (i.e. between employees, programs, or offices) for business purposes.



d. All requests for accounting of disclosures should be referred to the Privacy Officer for processing.





e. Employees should contact the Privacy Officer or HIMS Manager regarding any questions regarding the accounting of disclosure process.



C. RESPONSIBILITY: 



a. The Medical Center Director, all medical center administrations, service-line directors, service chiefs, and program managers are responsible for ensuring administrative and clinical compliance with this policy.



b. Any employee who discloses III or PHI that meets the accounting of disclosure requirements will maintain an accounting of disclosures or report the necessary information to the ROI Office so an accounting can be maintained.



c. Release of Information staff is responsible for entering the required information into the ROI software to ensure an accurate accounting of disclosure.  



d. The Privacy Officer will process all requests for an accounting of disclosure.  Accounting of disclosures not maintained in the DSS/ROI Software will be monitored, audited, and included in required annual reports.



D. REFERENCES:  



VHA Handbook 1605.1, Privacy and Release of Information



Privacy Act, 5 U.S.C. 552a



Health Insurance Portability and Accountability Act (HIPAA Privacy Rule), 

45 CFR Parts 160 and 164



E. RECISSION:  None.



F. FOLLOW UP RESPONSIBILITY:  Chief, Health Information Management & Privacy/Freedom of Information Act Officer









BRIAN G. STILLER

Medical Center Director



Attachments: None

Distribution:  00, Privacy
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FY10


			Accounting of Disclosure Log


			Service: Prosthetics


			Patient Name			Date of Disclosure			Person/Agency Name and Address to whom disclosure made			Description of Information			Purpose for Disclosure			Employee Who Made Disclosure			Comments








FY11


			Accounting of Disclosure Log


			Service: Prosthetics


			Patient Name			Date of Disclosure			Person/Agency Name and Address to whom disclosure made			Description of Information			Purpose for Disclosure			Employee Who Made Disclosure			Comments








FY12


			Accounting of Disclosure Log


			Service: Prosthetics


			Patient Name			Date of Disclosure			Person/Agency Name and Address to whom disclosure made			Description of Information			Purpose for Disclosure			Employee Who Made Disclosure			Comments








FY13


			Accounting of Disclosure Log


			Service: Prosthetics


			Patient Name			Date of Disclosure			Person/Agency Name and Address to whom disclosure made			Description of Information			Purpose for Disclosure			Employee Who Made Disclosure			Comments








FY14


			Accounting of Disclosure Log


			Service: Prosthetics


			Patient Name			Date of Disclosure			Person/Agency Name and Address to whom disclosure made			Description of Information			Purpose for Disclosure			Employee Who Made Disclosure			Comments








FY15


			Accounting of Disclosure Log


			Service:


			Patient Name			Date of Disclosure			Person/Agency Name and Address to whom disclosure made			Description of Information Disclosed			Purpose for Disclosure			Employee Who Made Disclosure			Comments











Study Closeout Checklist

		Principal Investigator:

		



		Study Title:

		



		Study ID:

		

		Sponsor:

		



		Date of Closure:

		

		Reason for Closing:

		|_| Study Complete 

|_| Premature Termination; 

       Reason:







		Activity

		Yes

		No

		N/A

		Comments



		Subject Records



		ICD on file for all subjects

		|_|

		|_|

		|_|

		



		All case reports are complete

		|_|

		|_|

		|_|

		



		All subjects are off study

		|_|

		|_|

		|_|

		



		End of study forms completed

		|_|

		|_|

		|_|

		



		All drugs returned by subjects

		|_|

		|_|

		|_|

		



		PI understands requirements for reporting AEs for subjects who have completed study

		|_|

		|_|

		|_|

		



		Outstanding AEs completed

		|_|

		|_|

		|_|

		



		Follow-up of AEs completed

		|_|

		|_|

		|_|

		



		Progress notes/RSINs in CPRS indicate participation has ended

		|_|

		|_|

		|_|

		



		Closure letter sent to subjects

		|_|

		|_|

		|_|

		



		Referral for continued follow up arranged

		|_|

		|_|

		|_|

		



		Data Management



		Forms entered into database

		|_|

		|_|

		|_|

		



		Outstanding queries resolved

		|_|

		|_|

		|_|

		



		Data entry complete

		|_|

		|_|

		|_|

		



		Database cleaned and locked for analysis

		|_|

		|_|

		|_|

		



		Data analysis complete

		|_|

		|_|

		|_|

		



		Pharmacy



		Drugs returned to sponsor / destroyed

		|_|

		|_|

		|_|

		



		Drug accountability records reconciled

		|_|

		|_|

		|_|

		



		Records store post monitor visit

		|_|

		|_|

		|_|

		



		Laboratory



		Analysis complete

		|_|

		|_|

		|_|

		



		Results sent to data management staff

		|_|

		|_|

		|_|

		



		Pending specimens shipped

		|_|

		|_|

		|_|

		



		Stored specimens managed as per protocol

		|_|

		|_|

		|_|

		



		Borrowed equipment returned

		|_|

		|_|

		|_|

		



		IRB / R&D / Other Approving Committees



		IRB/R&D/other approving committees notified

		|_|

		|_|

		|_|

		



		All interim/on-going communication continues until IRB/R&D/others acknowledge study closure

		|_|

		|_|

		|_|

		



		All regulatory documents up to date and on file

		|_|

		|_|

		|_|

		



		Final reports submitted to IRB/R&D/others

		|_|

		|_|

		|_|

		



		Additional information requested by IRB/R&D/others completed

		|_|

		|_|

		|_|

		



		Changes to Financial Disclosure/Conflict of Interest reported

		|_|

		|_|

		|_|

		



		Record Archiving



		Review for completeness all essential documents (administrative and regulatory)

		|_|

		|_|

		|_|

		



		Keep documents accessible until study monitor / RCO visit

		|_|

		|_|

		|_|

		



		Close out after monitor / RCO visit

		|_|

		|_|

		|_|

		



		Resolve and monitor findings / queries

		|_|

		|_|

		|_|

		



		Prepare documents for long term storage

		|_|

		|_|

		|_|

		



		Prepare inventory of all documents

		|_|

		|_|

		|_|

		



		Store documents per VA regulations / VAWNYHS SOPs

		|_|

		|_|

		|_|

		



		*Note, this is only a guide, please add or subtract activities according to each specific study.
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_1421150955.doc
Serious Adverse Events (SAEs) and Problems Involving Risks to Subjects or Others in VA Research

		PRINCIPAL INVESTIGATOR: 

		     

		DATE: 

		     



		STUDY TITLE: 

		     

		MIRB#: 

		     





		Event Date

		SAE Number

		Brief Description of Event

		Relation

		Serious

		Not Serious

		Anticipated

		Unanticipated

		Require Incorporation into Consent?

		Date Reported to IRB



		

		

		

		Related

		Probably Related

		Probably Not Related

		Not Related
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		IRB REVIEWER:

		     

		DATE REVIEWED:

		     

		SIGNATURE: _______________________________________






COMMENTS:



Version 01/02/2013





IND Safety / DMC Reports Log

		Principal Investigator:

		



		Study Title:

		



		Study ID:

		



		Sponsor:

		







Use this form to keep a log of receipt and actions concerning any IND reports, PBMs, and DMC reports.

		Date of Report

		Date Received

		Date Reviewed by PI

		Findings

		Date Reported to IRB

		Date IRB Acknowledged

		Comments
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Case Report Form (CRF) Log

		Principal Investigator:

		



		Study Title:

		



		Study ID:

		







		CRF Number

		CRF Title

		CRF Version Number

		CRF Version Date

		Date Initiated

		Date Rescinded

		Comments
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[bookmark: _Toc293920780]Note-To-File Log

		Principal Investigator:

		



		Study Title:

		



		Study ID:

		









		Note Number

		Date of Note

		Description/Issue

		Date reported to IRB 

or NA

		Date discussed with sponsor 

or NA

		Where the note is filed*



		

		

		

		

		

		



		

		

		

		

		

		



		

		

		

		

		

		



		

		

		

		

		

		



		

		

		

		

		

		



		

		

		

		

		

		



		

		

		

		

		

		



		

		

		

		

		

		



		

		

		

		

		

		



		

		

		

		

		

		



		

		

		

		

		

		



		

		

		

		

		

		



		

		

		

		

		

		



		

		

		

		

		

		



		

		

		

		

		

		



		

		

		

		

		

		



		

		

		

		

		

		



		

		

		

		

		

		



		

		

		

		

		

		







*The Note to File should be attached to the study document that is addressed or explained by the note. It may also be filed in the NOTES TO FILE section of the EDD.
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VAWNYHS Research Study Monitor Report

		Date:

		     

		Date of Visit:

		     



		Study Title: 

		     



		Type of visit:

		 FORMCHECKBOX 
  Site Selection


 FORMCHECKBOX 
  Site Initiation

		 FORMCHECKBOX 
  Study Monitoring 

 FORMCHECKBOX 
  Study Closure



		Was the visit pre-arranged?

		 FORMCHECKBOX 
  Yes;  If yes, how:  FORMCHECKBOX 
 Phone    FORMCHECKBOX 
 E-Mail    FORMCHECKBOX 
 Previous Visit

 FORMCHECKBOX 
  No



		Who was consulted during the review?

Please list names

		 FORMCHECKBOX 
 Principal Investigator:      

 FORMCHECKBOX 
 Study Coordinator(s):      

 FORMCHECKBOX 
 Pharmacist:      

 FORMCHECKBOX 
 Other Staff:      



		Were any protocol deviations noted during the monitoring visit?

		 FORMCHECKBOX 
 None


 FORMCHECKBOX 
 Minor


 FORMCHECKBOX 
 Major


 FORMCHECKBOX 
 Serious

 FORMCHECKBOX 
 N/A

		* If major or serious findings were noted during the visit, highlight the findings that must be addressed, or attach a copy of the findings and contact the VAWNYHS Research Compliance Officer at 716-862-3218.



		Will a follow-up report be sent?

		 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No



		Did you speak with the VAWNYHS Research Compliance Officer on your visit if major or serious protocol deviations were noted?

		 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A



		Do you have an anticipated date of next visit?

		 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No



		Signature of Monitor:

		



		Name and Title of Monitor:

		     





Notes:

     

Ver. 11/8/12





[bookmark: _Toc293920779]Note-To-File: Explanation of Irregularity / Non-Compliance



		IRB Number:

		



		Study Title:

		



		Principal Investigator:

		



		Author of Note:

		



		Subject ID Number :

(if applicable)

		







Check all that apply: 

[bookmark: Check1]|_|  Subject Consent issue 

|_|  Inclusion/Exclusion criteria not met 

|_|  Subject in simultaneous interventional trials 

|_|  Required source data documentation could not be obtained

|_|  Adverse event not reported to Sponsor as required 

|_|  Adverse event not reported to IRB as required (see local IRB requirements) 

|_|  Drug or Device accountability issue 

|_|  Subject seen or procedure performed, outside the allowed visit window 

|_|  Required study procedure not completed 

|_|  Other 



1. Description of irregularity or non-compliance: ____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________



2. Remedy for this irregularity (if applicable): ___________________________________________________________________



3. Steps to prevent recurrence (if applicable): ___________________________________________________________________



4. Notification Record (if applicable): 



Date Sponsor representative notified: _____________________________________________________________________



Name of Sponsor representative contacted: _______________________________________________________________



Study team member contacting Sponsor representative: ________________________________________________



Other parties receiving this Note, e.g., IRB: ________________________________________________________________________





Study Coordinator: ____________________________________________________________________Date: ________________________ 

(Signature) 



Investigator: ___________________________________________________________________________Date: ________________________ 

(Signature) 



File this form with the study document or documents related to the event or issue that prompted this note.

Note to File			12/2012


[bookmark: _Toc293920791]Conference Call Log



		IRB Number:

		



		Study Title:

		



		Principal Investigator:

		



		Sponsor:

		







Chronologically record all study related conference calls.

		Date

		Lead Person

		Topic

		Discussion



		



		

		

		



		



		

		

		



		



		

		

		



		



		

		

		



		



		

		

		



		



		

		

		



		



		

		

		



		



		

		

		



		



		

		

		



		

		



		

		







Conference Call Log		12/2012


Informed Consent Tracking Log

		Principal Investigator:

		



		Study Title:

		



		Study ID:

		







		Informed Consent Version Date

		Date of IRB Approval

		Date Received from IRB

		Reason for Revision

		Re-Consent Required?

		IRB Stamp and App/Exp Date Present

		Comments



		

		

		

		

		Yes

		No

		Yes

		No

		



		

		

		

		

		[bookmark: Check1]|_|      |_|

		|_|       |_|

		



		

		

		

		

		|_|      |_|

		|_|       |_|

		



		

		

		

		

		|_|      |_|

		|_|       |_|

		



		

		

		

		

		|_|      |_|

		|_|       |_|

		



		

		

		

		

		|_|      |_|

		|_|       |_|

		



		

		

		

		

		|_|      |_|

		|_|       |_|

		



		

		

		

		

		|_|      |_|

		|_|       |_|

		



		

		

		

		

		|_|      |_|

		|_|       |_|

		



		

		

		

		

		|_|      |_|

		|_|       |_|

		



		

		

		

		

		|_|      |_|

		|_|       |_|

		



		

		

		

		

		|_|      |_|

		|_|       |_|

		



		

		

		

		

		|_|      |_|

		|_|       |_|

		



		

		

		

		

		|_|      |_|

		|_|       |_|

		



		

		

		

		

		|_|      |_|

		|_|       |_|

		



		

		

		

		

		|_|      |_|

		|_|       |_|

		







Informed Consent Tracking Log							12/2012




Enrollment Log

		Principal Investigator:

		



		Study Title:

		



		Study ID:

		

		IRB Approved / Target Enrollment:

		







		Participant ID

(or name)

		Eligibility Criteria Met

		Date Consent Obtained

		Copy of Signed Consent Given to Participant

		Gender

		Ethnicity

		Date Participant Completed Study

		Date Terminated & Reason

		Date Withdrew & Reason

		Participant Lost to Follow-Up



		

		Yes

		No

		

		

		

		

		

		

		

		



		

		[bookmark: Check1]|_|

		|_|

		

		|_|

		

		

		

		

		

		|_|



		

		|_|

		|_|

		

		|_|

		

		

		

		

		

		|_|



		

		|_|

		|_|

		

		|_|

		

		

		

		

		

		|_|



		

		|_|

		|_|

		

		|_|

		

		

		

		

		

		|_|



		

		|_|

		|_|

		

		|_|

		

		

		

		

		

		|_|



		

		|_|

		|_|

		

		|_|

		

		

		

		

		

		|_|



		

		|_|

		|_|

		

		|_|

		

		

		

		

		

		|_|



		

		|_|

		|_|

		

		|_|

		

		

		

		

		

		|_|



		

		|_|

		|_|

		

		|_|

		

		

		

		

		

		|_|



		

		|_|

		|_|

		

		|_|

		

		

		

		

		

		|_|



		

		|_|

		|_|

		

		|_|

		

		

		

		

		

		|_|



		

		|_|

		|_|

		

		|_|

		

		

		

		

		

		|_|



		

		|_|

		|_|

		

		|_|

		

		

		

		

		

		|_|



		

		|_|

		|_|

		

		|_|

		

		

		

		

		

		|_|



		

		|_|

		|_|

		

		|_|

		

		

		

		

		

		|_|



		

		|_|

		|_|

		

		|_|

		

		

		

		

		

		|_|







Enrollment Log							12/2012




IRB Submission Tracking Log

		Principal Investigator:

		



		Study Title:

		



		Study ID:

		







		Document

		Document Date

		Date Submitted to IRB

		Date of IRB Approval

		Approval Letter in Files

		Comments



		

		

		

		

		Yes

		No

		



		

		

		

		

		[bookmark: Check1]|_|      |_|

		



		

		

		

		

		|_|      |_|

		



		

		

		

		

		|_|      |_|

		



		

		

		

		

		|_|      |_|

		



		

		

		

		

		|_|      |_|

		



		

		

		

		

		|_|      |_|

		



		

		

		

		

		|_|      |_|

		



		

		

		

		

		|_|      |_|

		



		

		

		

		

		|_|      |_|

		



		

		

		

		

		|_|      |_|

		



		

		

		

		

		|_|      |_|

		



		

		

		

		

		|_|      |_|

		



		

		

		

		

		|_|      |_|

		



		

		

		

		

		|_|      |_|

		



		

		

		

		

		|_|      |_|

		







IRB Submission Tracking Log							12/2012




Staff Signature and Delegation of Responsibility Log

		Principal Investigator:

		



		Study Title:

		



		Study ID:

		







		Name (printed)

		Study Staff Signature

		Initials

		Dates of Responsibility

		Delegated Responsibilities**

		PI Initial



		

		

		

		Start Date*

		End Date

		

		



		

		

		

		

		

		

		



		

		

		

		

		

		

		



		

		

		

		

		

		

		



		

		

		

		

		

		

		



		

		

		

		

		

		

		



		

		

		

		

		

		

		



		

		

		

		

		

		

		



		

		

		

		

		

		

		





*Start date should be the date of IRB approval of staff member.

** Enter the letter(s) in the column that correspond to the responsibilities. Add responsibilities to this legend as needed.

		a. Obtain Informed Consent

		e. Assess Inclusion/Exclusion Criteria

		i. Evaluate Lab Test Results



		b. Make CRF Entries

		f. Prescribe Study Agent

		j. Assess Adverse Events



		c. Correct CRFs

		g. Administer Study Agent

		k. Other, Specify: 



		d. Perform Physical Exams

		h. Dispense Study Agent

		







Staff Signatures and Delegations Log							12/2012




[bookmark: _Toc293920787]Study Team Meeting Log



		Study Title:

		



		IRB Number:

		

		Investigator:

		



		Study Site:

		

		Sponsor:

		







		Date:

		

		Topic(s):

		







		Attendees (Print Name)

		Signature



		

		



		

		



		

		



		

		



		

		



		

		



		

		



		

		



		

		



		

		



		

		



		

		



		

		



		

		



		

		



		

		



		

		



		

		



		

		



		

		



		

		







Study Team Meeting Log		12/2012


[bookmark: _Toc293920762]Essential Documents Directory

For: 









____________________________________________________________

Study Title 



____________________________________________________________

IRB Number 



____________________________________________________________

Investigator 



____________________________________________________________

Study Site 



____________________________________________________________

Sponsor







This binder serves as a repository and directory for all study documents and records in the Essential Documents Directory (EDD) for this clinical trial. Should the need arise; contents of the EDD can be expanded to other binders or folders in any manner that maintains orderly organization of the file and assures ready access to all documents. 



Complete the following at end of study: 



I have reviewed the Essential Documents Directory (EDD) and found it to be complete and accurate.





____________________________________________ 		_________________________________ 

Investigator Signature 			                                    Date









THIS DIRECTORY IS TO BE UPDATED THROUGHOUT THE TRIAL AND MUST BE COMPLETE AND ACCURATE WHEN ARCHIVED AT THE CLOSE OF THE TRIAL.

Cover Page		12/2012		


_1403084674.bin

