PAGE  
[image: image1.emf]
 [Site Name]
Standard Operating Procedure

SOP No.:  MTN-029/IPM 039-XXX-000

Page 6 of 9
Title: Source Documentation for MTN-029/IPM 039
Original Effective Date: DD MM YYYY

 Revision Effective Date:  Not applicable


Purpose
The purpose of this standard operating procedure (SOP) is to define source documentation requirements and procedures for MTN-029/IPM 039.
Scope 

This procedure applies to all MTN-029/IPM 039 study staff who conducts study visits and/or complete source documents and case report forms.

Responsibilities 

MTN-029/IPM 039 staff members who complete study visits and/or complete MTN-029/IPM 039 study documentation are responsible for understanding and following this SOP.

MTN-029/IPM 039 Site Coordinator is responsible for training study staff to collect and manage MTN-029/IPM 039 study data in accordance with this SOP, and for day-to-day oversight of staff involved in data collection and management.

MTN-029/IPM 039 QA/QC Manager is responsible for overseeing quality control (QC) and quality assurance (QA) procedures related to this SOP. 

MTN-029/IPM 039 Site Leader/Investigator of Record has ultimate responsibility for ensuring that all applicable study staff follows this SOP. 

Procedures
Source documentation for MTN-029/IPM 039 will be completed in accordance with the DAIDS Standard Operating Procedure (SOP) for Source Documentation. This policy can be accessed at:

http://www3.niaid.nih.gov/research/resources/DAIDSClinRsrch/ClinicalSite.htm. 
Table A provided in Appendix 1 lists all forms to be used in MTN-029/IPM 039. Tables B and C provided in Appendix 1 designate the items within the MTN-029/IPM 039 DataFax forms and that will be used as source.

Questions related to adherence with the DAIDS SOP for Source Documentation, the specifications of Appendix 1, and/or other aspects of this SOP will be directed to Site Coordinator. Queries that cannot be resolved locally will be directed to the MTN CORE (FHI 360) Clinical Research Manager and the SCHARP Project Manager.  

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 or certified copies).  [Source: ICH Consolidated Guidance for Good Clinical Practice (ICH-E6)]

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: ICH Consolidated Guidance for Good Clinical Practice (ICH-E6)]  

Source documents are commonly referred to as the documents on which source data are first recorded.

Certified copies:
See page 9 of the DAIDS SOP for Source Documentation
Abbreviations and Acronyms
DAIDS
Division of AIDS

ICH
International Conference on Harmonization

IPM
International Partnership for Microbicides

MTN
Microbicide Trials Network

SCHARP
Statistical Center for HIV/AIDS Research & Prevention

SOP
Standard Operating Procedure
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Appendix 1, Part A:
Listing of MTN-029/IPM 039 DataFax and Non-DataFax Forms

	MTN-029/IPM 039  DataFax Forms
	MTN-029/IPM 039  Non-DataFax/Local Forms

	Adverse Experience Log
	Baseline Medical History Questions

	At-home Breast Milk Sampling Log
	Follow-up Medical History Log

	Baseline Menstrual History
	Eligibility Checklist

	Breast Exam
	Screening Behavioral Eligibility Worksheet

	Clinical Product Hold/Discontinuation Log
	Enrollment Behavioral Eligibility Worksheet

	Concomitant Medications Log
	LDMS Specimen Tracking Sheet

	Demographics
	Pelvic Exam Diagrams (non-DataFax)

	Eligibility Criteria
	Visit and Pelvic Exam Checklists

	Enrollment
	Local Site-specific Testing Logs (HIV, Pregnancy, STI testing, etc.)

	Enrollment PK/PD
	Counseling Checklists (HIV Pre/Post Test, Breast Milk Production Maintenance, Protocol Adherence, Ring Use, Breast Milk Collection and Storage) 

	Follow-up PK/PD
	

	Follow-up Visit Summary
	

	HIV Confirmatory Results
	

	Laboratory Results
	

	Missed Visit
	

	Participant Ring Use Log
	

	Pelvic Exam
	

	Physical Exam
	

	Pre-existing Conditions
	

	Pregnancy and Lactation History
	

	Pregnancy Outcome, pages 1 and 2
	

	Pregnancy Report
	

	Protocol Deviation Log
	

	Ring Insertion and Removal 
	

	Sexual Practices Assessment
	

	STI Test Results
	

	Termination
	

	Vaginal Practices
	

	Vaginal Specimen Storage
	


	Appendix 1, Part B:
MTN-029/IPM 039  DataFax Forms Use as Source Documents

(Forms listed in alphabetical order)

	Form Name
	Acronym
	Is Form Source?
	Comments

	Adverse Experience Log
	AE
	Mixed
	Follow-up Medical History Log may be source for some items (site to specify which items)

	At-home Breast Milk Sampling Log
	AHB
	No
	Participant Breast Milk Collection Log is source for data recorded by participant. Otherwise, data recorded on breast milk collection container labels is source.

	Baseline Menstrual History
	BMH
	Mixed
	Baseline Medical History Questions Sheet is source for items 1-3. Form may be source for item 4.

	Breast Exam
	BE
	Yes
	

	Clinical Product Hold/Discontinuation Log
	PH
	Yes
	

	Concomitant Medications
	CM
	Yes
	

	Demographics
	DEM
	Yes


	Form is interviewer-administered and all items must be source.

	Eligibility Criteria
	ECI
	Mixed
	Form may be source for items 1 and 2. All other items are based on source data recorded on other documents.

	Enrollment
	ENR
	No
	The informed consent form should be source for items 1 and 2. Form may be source for item 3 (or lab requisition or LDMS Tracking Sheet). This form may be source for items 4 and 5.

	Enrollment PK/PD
	EPK
	[Yes]
	Form or LDMS Specimen Tracking Sheet may be source.

	Follow-up PK/PD
	FPK
	[Yes]
	Form or LDMS Specimen Tracking Sheet may be source.

	Follow-up Visit Summary
	FVS
	No
	All items should be completed based on source data recorded on other source documents.

	HIV Confirmatory Results
	HCR
	Mixed
	Local laboratory reports are source for items 1 and 2. Form may be source for item 3.

	Laboratory Results
	LR
	No
	Local laboratory reports are source.

	Missed Visit
	MV
	Yes
	

	Participant Ring Use Log
	PRU
	No
	The MTN-029 Participant Ring Use Log completed by the participant is source for all items, if available. Otherwise, items completed based on participant self-report are considered source.

	Pelvic Exam
	PE
	Mixed
	Form is source for Item 1. Pelvic Exam Diagrams is source for item 2. The AE Log CRF is source for item 3.

	Physical Exam
	PX
	Yes
	

	Pre-existing Conditions


	PRE
	No
	All items should be completed based on source data recorded on other source documents.

	Pregnancy and Lactation History
	PLH
	No
	Baseline Medical History Questions Sheet is source.

	Pregnancy Outcome, pages 1 and 2
	PO-1,2
	Mixed
	Form may be source for all items or source may be medical records, if available. Supplemental information may also be recorded in chart notes.

	Pregnancy Report
	PR
	Yes
	Form is source for all items. Supplemental information also may be recorded in chart notes.

	Protocol Deviation Log
	PDL
	Yes
	Form is source for all items. Supplemental information also may be recorded in the chart notes.

	Ring Insertion and Removal
	RIR
	Yes
	Form may be source for all items.

	Sexual Practices Assessment
	SPA
	Yes
	Form is interviewer-administered and must be source.

	STI Test Results
	STI
	Mixed
	Form may be source for item 1. Local laboratory reports are source for items 2-9.

	Termination


	TM
	Yes
	

	Vaginal Practices
	VP
	Yes
	Form is interviewer-administered. All items must be source.

	Vaginal Specimen Storage
	SS
	Mixed
	Form may be source for item 3a. Form or LDMS Specimen Tracking Sheet may be source for all other items. 


	Appendix 1, Part C: 

MTN-029/IPM 039 Non-DataFax and Site-Specific Documents Use as Source Documents

(Forms listed in alphabetical order)

	Form Name
	Is Form Source?
	Comments

	Baseline Medical History Questions
	Yes
	Form is source for all items.

	Eligibility Checklist
	No
	All items are based on source data recorded on other documents.

	Screening Behavioral Eligibility Worksheet
	Yes
	Form is source for all items.

	Enrollment Behavioral Eligibility Worksheet
	Yes
	Form is source for all items.

	LDMS Specimen Tracking Sheet
	[Yes]
	The LDMS sheet may serve as source to document which specimens were collected, at what time, and on what date. The sheet is also source for specimen weights.

	Pelvic Exam Diagrams
	Yes
	Form is source for all normal and abnormal findings observed during pelvic exams.

	Local Site-specific Testing Logs (e.g., HIV, Pregnancy, Urinalysis, Trichomonas, GC/CT, etc.)
	Yes
	

	Local Site-specific Visit and Pelvic Exam Checklists
	Yes
	Checklists are source to document which procedures were completed

	Counseling Checklists (HIV Pre/Post Test and Risk Reduction Counseling worksheet, Breast Milk Production Maintenance Counseling)
	Yes
	Checklists are source for protocol-specified counseling
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