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1.0 Introduction:

1.1 I-HAB offers biological specimens receipt, storage, processing, shipment, 

 biospecimen quality control, as well as trainings. I-HAB’s mission statement is to promote population and personal health by facilitating cutting edge research and collaborations among African communities and beyond by providing high quality, affordable biobanking services.
2.0 Purpose:

2.1 To provide guidelines to researchers and investigators on how to access services offered by I-HAB.
3.0 Scope: 

3.1  This protocol covers the requirements, quotations, terms and conditions that must be fulfilled in obtaining services offered within I-HAB.
4.0 Limitation(s):
4.1 Applicable only to services offered in I-HAB
5.0 Responsibilities

	Personnel
	Responsibility/Role

	Director
	1. Define services and provide guidance for the fee schedule and review annually.

2. Ensure that staff is trained and have required resources.
3. Inform the Laboratory Manager if deviations to the protocol are required.  

	Manager
	1. Drafts and modifies the services and fee schedule per the Director’s guidance.

2. Ensures that laboratory personnel have been trained in accordance with this SOP and are familiar with the terms/requirements of obtaining I-HAB services.
3. Ensures modification of the current document or draft a new protocol when deviations are required and ensure all staff are informed and review the revised or new SOP.

	I-HAB Personnel
	1. Ensures he/she has read, understands and follows the SOP
2. Informs the Manager of any nonconformance.


	Researchers/Investigators/Clients
	1. Read, understand and follow the protocol.

2. Ask questions if there are any uncertainties.

3. Complete paperwork required to access I-HAB services.


6.0 Requirements (Documents & Forms)

6.1 To access I-HAB services, Researchers are required to complete specific document(s)/form(s) relevant to the service being sought as listed;
6.1.1 Service Request form (HYPERLINK)- Compulsory, this is filled and submitted to provide information about the type of services that is being sought from I-HAB
6.1.2 Biospecimen Submission Form (HYPERLINK)- Provides information about the study that generated the Biospecimens and information about the Biospecimens being submitted.  Must be provided prior to specimen deposition at I-HAB.
6.1.3 Specimen Shipment forms (HYPERLINK) – The forms below provide information about shipments. Use the provided form(s) to guide the shipping process. 
6.1.3.1 Shipment Notification  forms (I-HAB & H3A) as applicable
6.1.3.2 Shipping Manifest
6.1.3.3 Import Template/Biospecimen Submission Form
6.1.3.4  MTA/Import/Export permits. as required

6.1.3.5 Customs invoice/ Declaration

7.0  Services Offered:

7.1 Specimen Collection Support: I-HAB specimen collection support services provide specimen collection kits for sample collection. I-HAB developed SOPs to be used by researchers to ensure quality biospecimen collection. 

7.2 Specimen Receipt: Receipt and inventory of samples for storage; perpetual inventory in Freezerworks with spot physical inventory checks; remote monitoring of temperature and security.
7.3 Specimen processing: Specimen processing is performed according to SOPs that minimize variation and prepare the biospecimen for storage according to ISBER standards. Specimen processing ranges from plasma/serum isolation from whole blood, cell separation and characterization by FACScalibur and Auto macs instruments, DNA and RNA isolation and preparation of dried blood spots (DBS). The available and planned processing methods provide for long-term storage and do not preclude any methods for future analysis.
7.4 Specimen Aliquoting: Involves making aliquots from primary biological samples and proper identification of each aliquot.
7.5 Specimen Labeling:  I-HAB can provide and label biospecimen with barcode and eye readable labels for ease in biospecimen identification and management.
7.6 Specimen Archival/storage: Current storage capacity in the dedicated facilities for the biorepository is composed of room temperature, refrigerator 4-8oC.  freezers -20°C and-80°C.

7.7 Specimen Retrieval: Biospecimen location and rapid retrieval is facilitated by Freezerworks a client server Laboratory Management Information System. This will involve retrieving biospecimens from storage, and preparing sample batches for further analyses or shipment.
7.8 Sample QC: Specimen QC is available for plasma, serum,DNA, RNA, cells, and urine samples.
7.9 Sample Shipment: This will involve retrieving biospecimens from storage, packaging and shipment tracking to and from the researcher/client, or others upon requests.
7.10 Sample Destruction: Samples are disposed of using safe disposal procedures and according to protocols and there is documentation of destruction.
7.11 PCR: polymerase chain reaction for amplification of target DNA and/or RNA.
7.12 Training:  There are basic and advanced trainings in laboratory and biorepository practices and related topics such as Freezerworks application.
8.0 Service Rates for I-HAB services;
8.1 These fees are preliminary and have been calculated according to the current estimated cost of materials and supplies gathered through suppliers. These are predicted to vary depending on the prevailing economic climate and inflation.
8.2 Shipment of biospecimens will be determined on a case-by-case basis and this fee will be communicated to the researcher. 
	Service No.
	Name of Service
	Description of Service
	H3A/ IHVN  Researchers  
	African Researchers 
	 Other Academic Researchers            

	1.0
	Specimen Collection Support
	 
	 
	 
	 

	1.1
	Provision of collection kit for specimen collection (1-6 tubes per kit)
	includes return shipping packing materials, labels, instructions, appropriate tubes for downstream processing (1-6 tubes per kit)
	 $   19.81 
	 $   21.61 
	 $   23.41 

	1.2
	Provision of collection kit for specimen collection (up to 30 tubes per kit)
	includes return shipping packing materials, labels, instructions, appropriate tubes for downstream processing (up to 30 tubes per kit)
	 $   51.28 
	 $   55.94 
	 $   60.60 

	1.3
	Provision of saliva or buccal sample kit for specimen collection (1-6 kits)
	includes return shipping packing materials, labels, instructions, appropriate tubes for downstream processing (1-6 kits)
	 $   23.33 
	 $   25.45 
	 $   27.57 

	1.4
	Provision of saliva or buccal sample kit for specimen collection (up to 30 kits)
	includes return shipping packing materials, labels, instructions, appropriate tubes for downstream processing (up to 30 kits)
	 $   54.80 
	 $   59.78 
	 $   64.76 

	2.0
	Specimen Receipt
	 
	 
	 
	 

	2.1
	Sample Inventory Management (per vial cost)
	receipt and inventory of samples for storage; perpetual inventory in FreezerWorks with spot physical inventory checks; remote monitoring of temperature and security
	 $    2.78 
	 $    3.03 
	 $    3.28 

	3.0
	Specimen Processing

	 
	 
	 
	 

	3.1
	Plasma Preparation from Whole Blood 
	plasma isolation from whole blood (not recommended after more than 2-hour delay); aliquoting; QC of turbidity and hemoglobin determination
	 $   45.82 
	 $   49.99 
	 $   54.15 

	3.2
	Serum Preparation from Whole Blood
	serum isolation from whole blood (not recommended after more than 2-hour delay); aliquoting; QC of turbidity and hemoglobin determination
	 $   45.82 
	 $   49.99 
	 $   54.15 

	3.3
	Cell Separation
	separation and characterization of blood cells by FACScalibur instrument/Auto macs
	 $   61.26 
	 $   66.82 
	 $   72.39 

	3.4
	DNA Isolation from Whole Blood 
	DNA Isolation from whole blood on Magnapure
	 $   45.21 
	 $   49.32 
	 $   53.43 

	3.5
	DNA Isolation - Buccal Swab, Saliva
	DNA Isolation for a buccal swab or saliva sample on MagnaPure instrument
	 $   11.89 
	 $   12.97 
	 $   14.05 

	3.6
	RNA isolation from PAXgene tubes 
	RNA isolation from PAXgene tubes; retains small RNAs
	 $   83.00 
	 $   90.54 
	 $   98.09 

	3.7
	DBS Preparation
	preparation of dried blood spots from peripheral whole blood; storage at room temperature
	 $    6.61 
	 $    7.21 
	 $    7.81 

	4.0
	Specimen Aliquoting
	 
	 
	 
	 

	4.1
	Aliquoting of Serum or Plasma Samples to Tubes
	aliquoting of Serum or Plasma samples to tubes (per aliquot)
	 $    5.59 
	 $    6.10 
	 $    6.61 

	4.2
	Aliquoting of DNA or RNA Samples to Tubes
	aliquoting of DNA or RNA  samples to tubes (per aliquot)
	 $    5.59 
	 $    6.10 
	 $    6.61 

	5.0
	Specimen Archival/storage
	 
	 
	 
	 

	5.1
	Storage in LN2 Tanks (per aliquot/per year)
	vapor phase of liquid nitrogen; perpetual inventory; remote monitoring of security and temperature; per aliquot per year
	 $    0.59 
	 $    0.65 
	 $    0.70 

	5.2
	Storage in Ultra-low Freezers -80oC (per aliquot/per year) 
	-80oC mechanical freezers; perpetual inventory; remote monitoring of security and temperature; per aliquot per year
	 $    0.46 
	 $    0.51 
	 $    0.55 

	5.3
	Storage in -20oC, 4oC or at room temperature (per aliquot/per year) 
	storage at appropriate temperature; perpetual inventory; remote monitoring of security and temperature; per aliquot per year
	 $    0.38 
	 $    0.41 
	 $    0.44 

	5.4
	Cryopreservation of Peripheral Whole Blood 
	cryopreservation of peripheral whole blood for future DNA Isolation; no QC; no backup storage
	 $   20.48 
	 $   22.34 
	 $   24.20 

	6.0
	Specimen Retrieval 
	 
	 
	 
	 

	6.1
	Sample Retrieval (per aliquot)
	location and recovery of sample for shipping or further analysis or destruction
	 $    1.90 
	 $    2.07 
	 $    2.24 

	7.0
	Sample QC
	 
	 
	 
	 

	7.1
	DNA or RNA QC-Concentration by Fluorescence
	Qubit assay, Picogreen, and similar products  eliminate background noise from non-target nucleic acid types; per aliquot
	 $    2.60 
	 $    2.83 
	 $    3.07 

	7.2
	DNA or RNA QC – Concentration & Purity 
	Concentration and purity determination by Nanodropper aliquot
	 $    0.75 
	 $    0.82 
	 $    0.89 

	7.3
	DNA QC - protein determination
	Protein concentration determination by Qubit  fluorescence  assay
	 $    3.31 
	 $    3.61 
	 $    3.91 

	8.0
	Sample Shipment
	 
	 
	 
	 

	8.1
	Biological Shipping: shipment of frozen PBMC or DNA
	Shipment on dry ice; any number of vials up, per multiple of 81 to 100 place cryobox (N.B  this excludes shipping cost)
	 $   27.55 
	 $   30.05 
	 $   32.56 

	8.2
	Biological Shipping: shipment @ Refrigerated Temperature (2oC  to 8oC )
	Shipment using gel packs; any number of vials per multiple of 81 to 100 place cryobox (N.B  this excludes shipping cost)
	 $   27.55 
	 $   30.05 
	 $   32.56 

	8.3
	Biological Shipping: shipment @ Controlled ambient Temperature (18oC -28oC )
	Shipment using gel packs; any number of vials per multiples of 81 to 100 place cryobox (N.B  this excludes shipping cost)
	 $   27.55 
	 $   30.05 
	 $   32.56 

	9.0
	Sample Destruction 
	 
	 
	 
	 

	9.1
	Sample Destruction 
	Sample destroyed by autoclaving; documentation of destruction; additional cost for sample retrieval
	 $    6.96 
	 $    7.60 
	 $    8.23 

	10.0
	PCR
	 
	 
	 
	 

	10.1
	PCR
	polymerase chain reaction for amplification of target DNA or RNA; per sample
	 $   22.02 
	 $   24.02 
	 $   26.02 

	11.0
	Training
	 
	 
	 
	 

	11.1
	Basic Training for 5 days
(calculated cost for lunch is per person)                         
	Customized training in all aspects of biorepository operation; GLP, specimen  management; shipment etc
	 $          1,198.18 
	 $          1,307.10 
	 $          1,416.03 

	11.2
	Advanced Training for 5 days   (calculated cost for lunch is per person)                                               
	Advanced molecular trainings. 
	 $          1,198.18 
	 $          1,307.10 
	 $          1,416.03 

	11.3
	Training in Freezerworks for 5 days. (calculated cost for lunch is per person)                                                   
	Freezerworks Application basic training
	 $          1,198.18 
	 $          1,307.10 
	 $          1,416.03 

	12.0
	Miscellaneous
	 
	 
	 
	 

	12.1
	Provision of  Shipment packaging kit  (for 81 -100 place capacity freezerbox)-(1-6 packs) 
	Includes  shipping packing materials, like absorbent pads, Saf-T-Pak shipping items; STP 710, 711 , Warm mark Temp indicators etc 
	 $                19.81 
	 $                21.61 
	 $                23.41 


SOP ATTESTATION

	NAME
	SIGNATURE
	DATE 
	COMMENTS

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


SOP REVIEW

	REVIEWER NAME
	SIGNATURE
	DATE 
	COMMENTS

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


SOP REVISION RECORD

	Revision
	Date Revised
	Responsible Person
	Description of Change

	A
	
	
	

	B
	
	
	


SOP AMMENDMENT RECORD

	Number
	Date
	Page #
	Amendment
	Authorized By

	1
	
	
	
	

	2
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�This cost is per how many samples or what period of time?
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