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I. PURPOSE
This Standard Operating Procedure describes how the informed consent process will be administered at Washington University for the Women and Infants’ Health Specimen Consortium HRPO# 201013004, who will be responsible for administering informed consent, and under what circumstances informed consent will be obtained.  It also describes specimens collected and specifications for processing and storing of specimens in accordance to WRSR laboratory guidelines.  
II. APPLIES TO

This Standard Operating Procedure applies to all staff at this study site.  This includes: Primary Investigators, Co-Investigators and Research Coordinators.
The Investigator of Record has ultimate responsibility for ensuring that all applicable study staff members follow this SOP.
III. CONSENTING REPRESPONSIBILITIES
Staff who administer the informed consent process to study participants will be trained in Research Ethics, Good Clinical Practices, and study specific procedures so that they may fully explain the study to prospective participants, and to do so in a respectful manner.  The prospective participant must fully understand that participation in the research study is voluntary, and the staff who administers informed consent must be able to judge that the prospective participant comprehends the study procedures and is able to freely give consent to join the study.  
IV. PARTICIPANTS
There are no control groups 

Inclusion criteria for adult consent:

1) Pregnant women, emancipated minors who are pregnant, and women who are trying to get pregnant 
2) Family members or significant others of these women who are enrolled in the WIHSC study
Exclusion criteria for adult consent: Patients with Hepatitis C, Hepatitis B and/or HIV/AIDS 

Inclusion for infant consent;
1) Infants born to the patients who are currently enrolled in the WIHSC study

Exclusion criteria for infant consent: None 

Age requirements:  Patients who are > 18 y/o  and emancipated minors
IV. SPECIMENS

	Targeted Interactions for Specimens Collected

	
	
	
	
	

	
	Pre Pregnancy Visits
	IVF
	1st Trimester (1-12/6 wks)
	2nd Trimester (12-26/6 wks) 
	3rd Trimester (27+ weeks)
	Delivery
	Post Delivery
	Any Visit

	 
	 
	 
	 
	 
	 
	 
	 
	 

	Maternal Blood     (Serum & Plasma)
	x
	x
	x
	x
	x
	x
	 
	 

	Follicular fluid, Granulosa Cells, Oocytes
	 
	x
	 
	 
	 
	 
	 
	 

	Cervicovaginal Fluid
	x
	 
	x
	x
	x
	x
	 
	 

	Urine
	 
	 
	x
	x
	x
	x
	 
	 

	Placenta
	 
	 
	 
	 
	 
	x
	 
	 

	Cord Blood           (Serum & Plasma)
	 
	 
	 
	 
	 
	x
	 
	 

	Amniotic Fluid
	
	
	
	
	
	x
	
	

	Infant Blood            (Dried Blood Spot)
	 
	 
	 
	 
	 
	 
	x
	 

	Buffy Coat
	 
	 
	 
	 
	 
	 
	 
	x

	Semen
	 
	 
	 
	 
	 
	 
	 
	x


V. SPECIMEN COLLECTION AND PROCESSING

WIHSC specimens are collected and processed within the guidelines listed below.  Informed consent is obtained before specimens are collected.   All specimens are carefully catalogues and tracked in a central database. 
	Specimen Collection and Processing Specifications

	
	
	
	
	
	

	 
	 
	 
	 
	 
	 
	 
	 
	

	Maternal Blood               (Serum & Plasma)
	Centrifuged within 12 hours after collection at 3000 rpm at 4 degrees celsius for 5 minutes. Stored in 
-80 freezer.

	Follicular fluid, Granulosa Cells, Oocytes
	Follicular Fluid collected only if there is an oocyte from first stick.   Processed at 1400 rpm for 5 minutes.  Stored in -80 freezer.   Granulosa cells obtained from saved pellet after follicular fluid is processed.  Immature oocytes will be saved and stored in -80 freezer

	Cervicovaginal Fluid
	Refrigerated after collection and placed in -80 freezer within 24 hours.

	Urine
	Centrifuged within 24 hours of collection at 2700 rpm at 4 degrees celsius for 10 minutes. Spun urine placed in 1mL cryovials.

	Placenta
	Processed within 12 hours of delivery.   Three samples are collected from  four sites of the placenta:  Basal Plate, Amniotic Membrane, Villous Tissue, and Subchorionic Plate.  Samples are flash frozen in liquid nitrogen and then stored in cryovials in -80 freezer.  

	Cord Blood                     (Serum & Plasma)
	Centrifuged within 12 hours after delivery at 3000 rpm at 4 degrees celsius for 5 minutes.  Stored in 
-80 freezer. 

	Amniotic Fluid
	Collected per request.

	Infant Blood                     (Dried Blood Spot)
	Five drops of infant blood obtained from a heel stick after 24-48 hours of life on a protein saver card.  Cards are stored in Whatman foil packets at room temperature.

	Buffy Coat
	Processed within 4 hours after collection.  Obtained from EDTA blood tube after it is processed at 3000 rpm at 4 degrees celsius for 5 minutes.   Stored in -80 freezer.

	Semen
	Collected per request. 

	
	
	
	
	
	
	
	
	

	**processing times may vary according to centrifuge equipment
	
	
	
	
	


VI. Use of Women and Infant’s Health Specimen Consortium
The use of the WIHSC services will be under the discretion of the Co-PI’s (Drs. Gronowski and Moley).  Fees charged for and access to specimens will be in accordance to WIHSC policies.  The Co-PI’s will continually evaluate and make appropriate adjustments to its operations procedures.  A steering committee consisting of members from the Advisory Committee will review all requests for specimens.  
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