PAGE  
[image: image1.png]



[Site Name]

Standard Operating Procedure

SOP No.:  MTN 016-XXX-00

Page 2of 7
Title:
Source Documentation for MTN-016

Original Effective Date: XX MMM YYYY

 Revision Effective Date: Not Applicable


Purpose

To define source documentation requirements and procedures for MTN-016.
Scope

This procedure applies to all staff involved in conducting MTN 016 study visits and/or completing MTN 016 source documents and case report forms 
Responsibilities

MTN 016 staff members delegated by the Investigator of Record to complete MTN 016 source documents and case report forms are responsible for understanding and following this SOP.  

MTN 016 Study Coordinator [or other designee] is responsible for training study staff to complete MTN 016 source documents and case report forms in accordance with this SOP, and for day-to-day oversight of staff involved in MTN 016.
MTN 016 Investigator of Record has ultimate responsibility for ensuring that all applicable MTN 016 staff members follow this SOP.

Introduction
The International Conference on Harmonization Consolidated Guidance for Good Clinical Practice (ICH-E6) defines the terms source data and source documentation as follows:
Source data:
All information in original records and certified copies of original records of clinical findings, observations, or other activities in a clinical trial necessary for the reconstruction and evaluation of the trial.  Source data are contained in source documents (original records). Certified copies may be made to serve as proof of existence of source documents. 

Source documents:
Original documents, data and records (e.g., hospital records, clinical and office charts, laboratory notes, memoranda, participants’ diaries or evaluation checklists, pharmacy dispensing records, recorded data from automated instruments, copies of transcriptions certified after verification as being accurate and complete, microfiches, photographic negatives, microfilm or magnetic media, x-rays, subject files, and records kept at the pharmacy, at the laboratories, and at medico-technical departments involved in the trial).
Source documents are commonly referred to as the documents —paper-based or electronic — upon which source data are first recorded.
Certified Copies: A copy of original information that has been verified, by dated signature or initials and certification statement, that the document is an exact copy having all of the same attributes and information as the original Certified Copies. This is not ideal given that corrections, clarifications, or additional material may later be added to a source document, rendering the certified copy accurate and complete only as of the date it was copied.
Procedures

1.0 Source documentation for MTN 016 will be completed in accordance with the DAIDS policy on Requirements for Source Documentation in DAIDS Funded and/or Sponsored Clinical Trials. This policy can be accessed at http://www3.niaid.nih.gov/LabsAndResources/resources/DAIDSClinRsrch/PDF/SourceDocPolicy.pdf
2.0 The tables provided in Attachment 1 below [see SSP Section 3 Appendix 3-4] lists all the MTN 016 DataFax forms and Non-DataFax forms that will be provided for MTN-016.
3.0 The table provided in Attachment 2 below [see SSP Section 3 Appendix 3-5] designates which MTN 016 DataFax and Non-DataFax forms will be used at [site name] as source documents.
4.0 Other site-specific documents that will be used as source are as follows [Sites to adapt this list as applicable]:
· Locator form
· Informed consent form(s), coversheets, and comprehension checklists
· Chart notes
· Visit checklists (to source document all procedures performed)

· Certified copies of parent study records to confirm pregnancy 
· Non-study medical records and other source documents obtained from non- study sources 
· Local laboratory testing logs and local, regional, and/or network laboratory result reports 
· [List any other site-specific forms or worksheets that will be used as source] 

5.0 Questions related to adherence with the DAIDS policy on Requirements for Source Documentation in DAIDS Funded and/or Sponsored Clinical Trials and/or other aspects of this SOP will be directed to [the Investigator of Record and/or designee] as needed.  Queries that cannot be resolved locally will be directed to the MTN-016 Management team (mtn016mgmt@mtnstopshiv.org). 
List of Abbreviations and Acronyms

MTN

Microbicide Trial Network

SOP

Standard Operating Procedure

SSP

Study-Specific Procedures
[Insert additional as applicable]
Attachments

Attachment 1: Listing of MTN 016 DataFax and Non-DataFax Forms

Attachment 2: Use of MTN-016 DataFax and Non-DataFax Forms as Source Documents 
[Insert additional as applicable]
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Listing of MTN 016 DataFax and Non-DataFax Forms
	MTN 016 DataFax Forms

	Woman Demographics
	Infant Enrollment

	Woman Enrollment
	Infant Visit

	Woman Subsequent Consent
	Infant Physical Exam

	Parent Protocol Participation
	Infant HIV Test Results

	Genetic Screening History
	Infant Interim Visit

	Ultrasound Results
	Infant Concomitant Medications Log

	Woman Follow-up Visit
	Infant Missed Visit

	Woman Interim Visit
	Infant Protocol Deviation Log 

	Woman Concomitant Medications Log
	Infant Participant Transfer

	Pregnancy Report and History
	Infant Participant Receipt

	Pregnancy Outcome
	Infant End of Study Inventory

	Woman Missed Visit
	Infant Termination

	Woman Protocol Deviation Log
	Infant Vaccination Log

	Woman Participant Transfer
	

	Woman Participant Receipt
	

	Woman End of Study Inventory
	

	Woman Termination 
	

	Social Harms Assessment Log
	

	MTN 016 Non-DataFax Forms

	Woman Medical History Log
	Infant Medical History Log


	Use of MTN-016 DataFax and Non-DataFax Forms as Source Documents


	In some cases the parent protocol CRF may serve as source via certified copy, however note that some MTN-016 CRFs require more detail than the parent protocol forms provide.

	MTN-016 DataFax Forms
	Source?
	Comments

	Woman Demographics
	Yes
	Form is interviewer-administered; participant’s responses are recorded directly onto the form.  Questions should NOT be certified copied from MTN-003, but updated by verbal participant report.

	Woman Enrollment
	No
	All items are based on parent protocol information or participant informed consent form. 

	Woman Subsequent Consent
	No
	All items are based on parent protocol information or participant informed consent form. 

	Parent Protocol Participation
	No
	All items are based on parent protocol information or other study documents.

	Genetic Screening History
	Yes
	Form may be source for all items.

	Ultrasound Results
	No
	All items are based on ultrasound report

	Woman Follow-up Visit
	No
	All items are based on data recorded on other source documents.

	Women Interim Visit
	No
	All items are based on data recorded on other source documents.

	Woman Concomitant Medications Log
	Yes
	Form is completed primarily based on participant self-report; participant responses are recorded directly onto the form. If medical records are available to document participants' use of medications, these records also will be used as source. If available medical records do not agree with participant reports of use of medications, the medical records will be used as source and any discrepancies with participant report will be documented in chart notes.

	Pregnancy Report and History
	Mixed
	Items 1, 2 and 3 may be based on source data from parent protocol. May be source for items 4 and 5.

	Pregnancy Outcome
	Mixed
	Medical records ideally will be obtained to document pregnancy outcomes.  When such records are obtained, they will serve as source for data recorded on this form. Otherwise, the form will serve as source for recording participant-reported pregnancy outcome data. 

	Social Harms Assessment Log
	Yes
	Form is interviewer-administered; participant responses may be recorded directly onto the form.

	Woman Missed Visit
	Yes
	Form may be source for the fact that the visit was missed; source data on the reason why the visit was missed and corrective actions also may be recorded on this form.

	Woman Protocol Deviation Log
	Yes
	Form may be used as source for all items.

	Woman Participant Transfer
	No
	All items are based on data recorded on other source documents.

	Woman Participant Receipt
	No
	All items are based on data recorded on other source documents.

	Woman End of Study Inventory
	No
	All items are based on data recorded on other source documents.

	Woman Termination
	No
	All items are based on data recorded on other source documents.

	Infant Enrollment
	Mixed
	Item 4 may be source. All other items are based on source data recorded on participant informed consent form or Pregnancy Outcome Form. 

	Infant Visit
	Mixed
	Form may be source for items 1-4. Items 5-8 are based on data recorded on other source documents.

	Infant Physical Exam
	Yes
	Form may be source for all items.

	
	
	

	Infant HIV Test Results
	No
	All items are based on data recorded on other source documents.

	Infant Interim Visit
	No
	All items are based on data recorded on other source documents.

	Infant Concomitant Medications Log
	Yes
	Form may be source for all items.

	Infant Missed Visit
	Yes
	Form may be source for the fact that the visit was missed; source data on the reason why the visit was missed and corrective actions also may be recorded on this form.

	Infant Protocol Deviation Log
	Yes
	Form may be used as source for all items.

	Infant Participant Transfer
	No
	All items are based on data recorded on other source documents.

	Infant Participant Receipt
	No
	All items are based on data recorded on other source documents.

	Infant End of Study Inventory
	No
	All items are based on data recorded on other source documents.

	Infant Termination
	No
	All items are based on data recorded on other source documents.

	Infant Vaccination Log
	Yes
	Form may be source for all items. 

	Woman Medical History
 (Non-Datafax)
	Yes
	Form is source for all items; chart notes also

will be used as needed to further document the

details of condition recorded on this form. For

co-enrolled participants, certified copies of

parent study medical history source documents

may be used as source.

	Infant Medical History  

(Non-Datafax)
	Yes
	All items based on verbal report from

mother/guardian.


