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[bookmark: _Toc33456260][bookmark: _GoBack]USCDI ONDEC Submission Form Prep Sheet
This resource provides all of the USCDI ONDEC submission form questions and allows stakeholders to gather necessary information in advance of submission. You may choose to copy/paste your information from this document directly into the USCDI ONDEC submission form. 
Please visit www.healthIT.gov/ONDEC to submit information through the USDCI ONDEC system.

	Submitter Details

	Name of Submitter*:

	Barbee Whitaker

	Email Address of Submitter*: 

	(auto-populated from Interoperability Standards Advisory user account)

	Secondary Email Address: 

	Barbee.whitaker@fda.hhs.gov

	Organization of Submitter:

	Food and Drug Administration (FDA) Center for Biologic Evaluation and Research (CBER)

	Please note: your name and organization will be visible and associated with your submission. 
Email addresses will only be visible to ONC and used for communication regarding your submission.





	Data Element

	Data Class Name: (or select an existing USCDI Data Class):*

	Biologically Derived Product

	Data Element Name:*

	Product Information

	Data Element Description:*

	This resource is defined by HL7 FHIR as “A material substance originating from a biological entity intended to be transplanted or infused into another (possibly the same) biological entity.” See HL7 FHIR R4 specification for additional details (http://hl7.org/fhir/biologicallyderivedproduct.html).

The major components of the BiologicallyDerivedProduct data class are comprised of product information and storage information. Below are the details on product information:
a. Product Code (productCode), which can consist of:
i. ISBT-128 Product Code: Identifies the biologically derived product type, such as blood components, fluids, tissues, organs, or cells.
ii. ISBT-128 Donation Identification Number: uniquely identifies a biologic product donation, such as blood components, fluids, tissues, organs, or cells.
iii. NDC or RxNorm codes can be used for biologically derived products that are manufactured and labeled with an NDC, such as blood derived products (e.g. IVIG’s, clotting factors). Vaccines shall use the Immunization Data Class resource.
b. Product Type/Category (FHIR R4: productCategory)
c. Collector (FHIR R4: collector)
d. Source (FHIR R4: source)
e. Collected date/time (FHIR R4: collected)
f. Quantity (FHIR R4: quantity)

	Are there similar or related data elements in USCDI?* (select one)
[bookmark: Check1][bookmark: Check2][bookmark: Check3]|_| Yes      |X| No     |_| Unknown
If yes, why should this data element be considered separately?

	There is currently no acceptable location for these data in other USCDI data classes such as Medications or Procedures. Currently, details about biologically derived products that are administered to patients are not captured in any resource within USCDI, and therefore portability of is severely limited.

	You may optionally submit up to five additional data elements within this data class, using the same information below:

	Data Element Name - 1:*

	Storage information

	Data Element Description:*

	This set of data elements describe the product’s storage information within the blood bank or other appropriate entity storing the product. 
a. Description (FHIR R4: description): this is a free-text field for describing how the product is stored.
b. Temperature (FHIR R4: temperature): temperature used for storage.
c. Temperature Units (FHIR R4: scale): units for temperature used for storage (e.g. Celsius or Fahrenheit).
a. Storage Duration (FHIR R4: duration): duration of storage before administration.

	




	Are there similar or related data elements in USCDI?* (select one)
|_| Yes      |X| No     |_| Unknown
If yes, why should this data element be considered separately?

	n/a

	Data Element Name - 2:*

	 n/a

	Data Element Description:*

	d.  n/a

	Are there similar or related data elements in USCDI?* (select one)
|_| Yes      |_| No     |_| Unknown
If yes, why should this data element be considered separately?

	n/a

	Data Element Name - 3:*

	n/a

	Data Element Description:*

	n/a




	Are there similar or related data elements in USCDI?* (select one)
|_| Yes      |_| No     |_| Unknown
If yes, why should this data element be considered separately?

	n/a

	Data Element Name - 4:*

	n/a

	Data Element Description:*

	n/a

	Are there similar or related data elements in USCDI?* (select one)
|_| Yes      |_| No     |_| Unknown
If yes, why should this data element be considered separately?

	n/a

	Data Element Name - 5:*

	n/a

	Data Element Description:*

	n/a

	Are there similar or related data elements in USCDI?* (select one)
|_| Yes      |_| No     |_| Unknown
If yes, why should this data element be considered separately?

	n/a

	

	Use Case 

	Briefly describe the main use cases to support adoption of the data element into 
the USCDI:*

	Background: Biologically derived products represent a unique, yet widely-used, domain within healthcare. This uniqueness in properties and risks applies not only across product types (i.e., blood, organs, tissues, cells, etc.), but also at the unit level (e.g., blood bag) due the products human or animal origins. Biologically derived products are so wide-spread that  roughly 70% of patients will receive a blood product during their lifetimes (Hay, S., Scanga, L. and Brecher, M. (2006), Life, death, and the risk of transfusion. Transfusion, 46: 1491-1493. https://doi.org/10.1111/j.1537-2995.2006.00935.x). In the inpatient setting, blood transfusions constitute the most common procedure (https://www.hcup-us.ahrq.gov/reports/statbriefs/sb165.jsp). Biologically derived products are also administered in outpatient, skilled nursing, and home settings, as well as processed through a complex supply chain of collection, blood banks, researchers, labs, and clinical organizations. Therefore, it is critical to track these products in an interoperable manner.  
Recommendation: To address this interoperability need, we recommend ONC adopt the Biologically Derived Product data class as part of USCDI. This class will directly map to the existing HL7 FHIR BiologicallyDerivedProduct resource (https://www.hl7.org/fhir/biologicallyderivedproduct.html). Additionally, robust product code systems, particularly ISBT-128, already exist and are in wide-spread use, although they are stored in a complex and diverse set of locations within different EHRs.
Use Cases: We have identified four categories of interoperability use cases: (1) providers and patients, (2) providers and public health, (3) providers and providers, and (4) providers and suppliers / labs / blood banks.
Use Case #1 – Providers and Patients: It is critical that patients with biologic product exposures are able to access data from their medical records, given that each product has a unique set of properties and risk profiles. These data are valuable to patients for continuity of care and empowerment to communicate the specific details of their biologic exposures across often disparate provider systems (see Use Case #3). Interoperability will also enable patients to contribute these essential data elements to registeries – which will benefit other patients, researchers, and public health stakeholders as well.

	Estimate the number of stakeholders who would capture, access, use or exchange this data element or data class:*

	3 stakeholders are involved in this use case: patients [~70%] (access, use, exchange), providers (capture, access, use, exchange), and researchers (access, use).

	Link to use case project page:

	n/a

	Please add if there are additional use cases for this data element that could affect significant numbers of other stakeholders. 

	Please describe the additional use case (#2):*

	Use Case #2 – Providers and Public Health: 
Biologic products require regulatory oversight and surveillance for safety and effectiveness, including but not limited to adverse event reporting by healthcare providers to Federal regulatory agencies (i.e., FDA and CDC), and conducting large-scale observational epidemiological studies using EHR data. Given the unique nature of each biologic product, it is essential that product codes, such as ISBT-128 codes, are captured to ensure sufficient product identification granularity for monitoring and tracking any issues that may be associated with the product. The cost of the current lack of interoperability in this area was reinforced during the recent rollout of COVID-19 convalescent plasma therapies. Without ISBT product codes, it is not possible to differentiate between convalescent plasma use, traditional plasma therapy, or any blood component transfusion. This caused significant limitations for FDA CBER and researchers performing safety and effectiveness surveillance in EHR systems. Thus, these data elements are critical to this use case.

	Estimate the number of stakeholders who would capture, access, use or exchange this data element or data class:*

	5 stakeholders are involved in this use case: regulators (access, use, exchange), clinicians (capture, exchange), blood banks (capture, exchange), researchers (access, use, exchange) and patients (access, capture).

	Link URL:

	Link to HL7 project for the related FHIR Implementation Guide on Transfusion and Vaccine Adverse Event Reporting (https://confluence.hl7.org/display/BRR/FHIR+Implementation+Guide+for+Transfusion+and+Vaccination+Adverse+Event+Reporting)

	Attachment describing this use case:

	

	Does this data element support the following aims in healthcare? 
(check all that apply):* 

	|X| Improving patient experience of care (quality and/or satisfaction) 
|X| Improving the health of populations 
|X| Reducing the cost of care 
|X| Improving provider experience of care 
|_| None of the above  



	Please describe the additional use case (#3):*

	Use Case #3 – Providers and Providers: 
Patients receiving biologically derived products typically experience rather complex courses of care that require high levels of coordination. This often involves transfers between multiple hospital facilities, networks, and patient care teams. For example, currently, if a patient is transferred between different hospital networks, the destination hospital blood bank / transfusion service location must call the pertinent originating healthcare location to obtain information regarding a patient’s history of blood product(s) transfused, immunoserological problems, and any hemotherapy adverse reactions/episodes reported to the originating entity. Such information is typically conveyed verbally via telephone and/or via paper records faxing.  Product administrations are not confined to the inpatient hospital setting – they can be performed in hospital outpatient settings, skilled nursing care facilities, physician and dentist offices, hemodialysis centers, emergency medical transport conveyances including land-based ambulance vehicles and aeromedical evacuation aircraft (e.g., fixed-wing and helicopter assets)  and even in the patient’s own home setting.
This is particularly important for patient safety involving specialty attribute products that have been modified/prepared and have been designated with “special attributes”  status (e.g., Red Blood Cell (RBC) units negative for pertinent blood group antigen(s), platelet products negative for certain HLA antigens, units leukocytes reduced, washed or gamma-ray/ X-ray irradiated, units treated with emerging technologies for pathogen reduction, etc.). For example, if a patient was transfused within the past 3 months, it is critical that clinicians and blood bank staff know this information prior to performing any RBC antigen phenotyping studies, as a history of recent blood transfusion will impact interpretation and potentially alter the hemotherapy management of a patient and the course of care.

	Estimate the number of stakeholders who would capture, access, use or exchange this data element or data class:*

	3 stakeholders are involved in this use case: clinicians [most common inpatient procedure] (capture, use, access, exchange), blood banks (capture, use, access, exchange), and patients (access).

	Link URL:

	

	Attachment describing this use case:

	

	Does this data element support the following aims in healthcare? 
(check all that apply):* 

	|X| Improving patient experience of care (quality and/or satisfaction) 
|X| Improving the health of populations 
|X| Reducing the cost of care 
|X| Improving provider experience of care 
|_| None of the above  



	Please describe the additional use case (#4):*

	Use Case #4 – Providers and Suppliers / Labs / Blood Banks: 
Biologically derived products characteristically involve complex supply chains requiring multiple oversight points to ensure their safety and effectiveness. Blood banks and clinical laboratories in particular play critical roles in this process by testing specimens and processing orders. Blood banks also perform specific diagnostic/crossmatching testing to appropriately prepare blood for transfusion purposes. Such activities are typically either performed within a hospital system or by an outside blood bank and/or laboratory. It is critical that product orders are closely tracked to ensure that the right unit and dosage are administered to the right patient. Currently, interoperability limitations mean that numerous manual and potentially error-prone processes must be performed to achieve this objective. Due to their complex nature, blood banking IT systems are often separated from the patient’s electronic medical record (EMR) and rely on separate add-on modules that use a heterogeneous set of computer interface solutions to achieve interoperability. This makes it difficult for provider organizations to standardize workflows (or SMART apps) such as transfusion safety monitoring. Providers would also benefit from the ability to more easily notify blood banks / transfusion services regarding the development of certain transfusion-associated infections (e.g., babesosis, viral hepatitis, and HIV) that may not manifest themselves immediately thus allowing the blood banks / transfusion services to perform “reverse lookback” investigations that may uncover other transfusion recipients/ blood donors at potential risk.

	Estimate the number of stakeholders who would capture, access, use or exchange this data element or data class:*

	6 stakeholders are involved in this use case: clinicians [most common inpatient procedure] (capture, use, access, exchange), suppliers (capture, use, exchange), pharmacies (use, exchange), blood banks (capture, use, access, exchange), labs (capture, use, access, exchange), and patients (access).

	Link URL:

	

	Attachment describing this use case:

	

	Does this data element support the following aims in healthcare? 
(check all that apply):* 

	|X| Improving patient experience of care (quality and/or satisfaction) 
|X| Improving the health of populations 
|X| Reducing the cost of care 
|X| Improving provider experience of care 
|_| None of the above  




	Maturity 

	Does a vocabulary, terminology, content, or structural standard exist for this data element? (e.g., SNOMED CT, LOINC, RxNorm) * (select one)
|X| Yes      |_| No     |_| Unknown
If yes, please cite the applicable standard*:

	ISBT-128 for biologically-derived products of human origin (blood components, fluid, cells, tissues, or organs), as well as NDC and RxNorm for productized biologics such as blood-derived products (e.g. IVIGs, clotting factors, and others).

	If yes, link URL:

	ISBT: http://www.iccbba.org/tech-library/iccbba-documents/databases-and-reference-tables/product-description-codes-database2

RxNorm: https://www.nlm.nih.gov/research/umls/rxnorm/index.html

NDC: https://www.fda.gov/drugs/drug-approvals-and-databases/national-drug-code-directory 

	Are there additional technical specifications such as an implementation guide (IG) or profile using this data element? (e.g., HL7® FHIR® US Core Implementation Guide v3.1.0 based on FHIR R4)  
|X| Yes      |_| No     |_| Unknown
If yes, please cite the relevant technical specification(s)*:

	FHIR Implementation Guide for Transfusion and Vaccination Adverse Event Detection and Reporting (https://build.fhir.org/ig/HL7/fhir-icsr-ae-reporting/branches/main/index.html), which references the HL7 FHIR R4 BiologicallyDerivedProduct Resource (http://hl7.org/fhir/biologicallyderivedproduct.html). This IG is currently being balloted through HL7 Biomedical Research and Regulation (BR&R). 



	Which of the following best describes the use of this data element?* (select one)

	|_| Not currently captured or accessed with an organization 
|_| In limited use in test environments only 
|_| In limited use in production environments 
|X| Extensively used in production environments 
|_| This data element has been used at scale between multiple different production environments to support the majority of anticipated stakeholders

	Please cite supporting artifacts:*

	Resource: Endorsed by HL7. BiologicallyDerivedProduct is a resource within FHIR R4.

Element / Code System: ISBT-128 is routinely collected and in widespread use. It is administered by ICCBBA. It is “the global standard for the terminology, identification, coding and labeling of medical products of human origin (including blood, cell, tissue, milk, and organ products). It is used in more than 87 countries across six continents and disparate health care systems.” It is endorsed by FDA and AABB for use in the US, as well as the WHO and numerous other organizations.

	Link URL

	HL7 FHIR R4 BiologicallyDerivedProduct Resource (http://hl7.org/fhir/biologicallyderivedproduct.html)
ISBT-128 Endorsements (http://www.iccbba.org/tech-library/endorsements)

	Attachment: 

	




	Has this data element been electronically exchanged with external organizations or individuals (including patients)?* (select one)
|X| Yes      |_| No
If yes, with how many outside entities has this been exchanged?* 
|_| 1    
|_| 2-3      
|_| 4    
|X|  5 or more. This data element has been tested at scale between multiple different production environments to support the majority of anticipated stakeholders. 

	Please cite supporting artifacts:*

	BiologicallyDerivedProduct: This resource is being used with the FDA BEST project and FHIR IG, which consist of biologics-related adverse event case reports being generated by an academic health center and submitted to FDA.
ISBT-128: This element/CodeSystem is exchanged extensively across the US and internationally.

	Supporting Link

	ISBT-128 Endorsements (http://www.iccbba.org/tech-library/endorsements), FDA BEST FHIR IG (https://build.fhir.org/ig/HL7/fhir-icsr-ae-reporting/branches/main/index.html).

	Attachment: 

	




	Challenges

	Describe any restrictions on the standardization of this data element 
(e.g., proprietary code).*

	The use and exposure of ISBT-128 codes within clinical and patient records are not proprietary. However, the full dictionary for ISBT-128 codes and their associated descriptions are currently proprietary to contributing members of ICCBBA, which consists of member blood/organ banks.

	Describe any restrictions on the use of this data element (e.g., licensing, user fees).*

	There is no restriction on the use of data elements, but as mentioned above, the acquisition of the ISBT-128 dictionary requires payment of a licensing fee to ICCBBA. This should not cause significant issues with their nationwide exchange.

	Describe any privacy and security concerns with the use and exchange of this 
data element.*

	Much like other unique identifiers used within FHIR resources (e.g. a patient or encounter identifier), the ISBT Donor Code can potentially uniquely identify the donor though the risk is significantly mitigated since the key is held securely by the collection organization.

	Please provide an estimate of overall burden to implement. Overall estimate of burden to implement, including those not affected by the primary use case(s) (i.e., impact to broader healthcare community for specialty-specific data element submission.)*

	Access: Data are captured when codes are scanned or recorded prior to administration or from blood bank orders. Integration of EHR and blood bank systems is heterogeneous – typically through HL7 V2. This paradigm can be expanded to conform to the BiologicallyDerivedProduct resource in FHIR, with participation from EHR vendors and provider networks. 
Clinician Burden: The data does not need to be calculated and does not require additional time not currently part of provider workflow. It is important to note that 100% of the US blood supply currently uses the ISBT-128 standard due to AABB and FDA requirements.
IT Burden: The current EHR systems capture the relevant information or can obtain it through expanding the existing V2 paradigm to conform to the BiologicallyDerivedProduct resource in FHIR.

	Please provide information on other challenges to implementation

	Each biologically derived product represents a somewhat unique subdomain (e.g. advanced therapies such as CAR-T cell therapies compared to blood components). This proposal recommends focusing initially on implementing data elements associated with biologic products of human origin, such as blood components, fluids, cells, tissues, and organs, which are covered by the ISBT-128 terminologies, and productized biologics like blood-derived products that are covered by NDC/RxNorm terminologies.
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