
April 15, 2024 
 
Micky Tripathi, PhD, MPP 
Office of the Na�onal Coordinator for Health Informa�on Technology 
U.S. Department of Health and Human Services 
330 C Street SW, 7th Floor 
Washington, DC 20201 
 
Dear Dr. Tripathi: 
 
The Associa�on of Public Health Laboratories (APHL) thanks you for the opportunity to provide feedback 
on dra� version 5 of the US Core Data for Interoperability (USCDI). 
 
APHL is a not-for-profit independent organiza�on represen�ng public health laboratories and their 
needs in public health surveillance and repor�ng. We have included laboratory related USCDI comments 
in USCDI ONDEC and below. Some items below are listed here separately for emphasis because of the 
need to advance their status and their importance to public health repor�ng and processing of reported 
data. Data quality and consistency are very important to public health users and USCDI has been very 
helpful where it has applied.  
 
APHL also includes comments about the electronic case repor�ng (eCR) program that we help support in 
coopera�on with the Centers for Disease Control and Preven�on and the Council of State and Territorial 
Epidemiologists. The data for the eICR standard, now s�pulated in regula�on, were iden�fied by public 
health prac��oners through a consensus-based process as being appropriate for a mul�-condi�on, 
mul�-jurisdic�on case report.  
 
eCR is in broad implementa�on na�onwide with thousands of repor�ng health care organiza�ons and 
has opera�onal needs that are represented below. Unfortunately, the lack of consistency of data from 
EHRs impacts the quality of the data and their u�lity for public health purposes. We recognize that all of 
these data will not be always available from healthcare organiza�ons, but when they are available it is 
cri�cally important that they be consistently represented and USCDI can be very helpful in this regard. 
These data are important for USCDI, rather than (or in addi�on to) USCDI+, because they need 
regulatory incen�ves applied to healthcare organiza�ons and EHR companies to present them 
consistently. 
 
APHL is pleased to provide the following comments on the proposals and considera�ons outlined for 
USCDI v5: 
 

Laboratory Related Data Elements 
USCDI Level 2 data elements that need to be promoted to USCDI V5: 

• Specimen collec�on date/�me – with the following ra�onale: 
o Data Ra�onale (why important to PHA and where currently available):  

 Corresponds to CLIA element in 42 CFR 493.1241 (c) (6) in 42 CFR 
493.1241 - Test Request (htp://www.ecfr.gov/cgi-
bin/retrieveECFR?gp=1&SID=7183fd6176006cf7c40b73d2c39d399a&ty=

https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.healthit.gov%2Fisa%2Ftaxonomy%2Fterm%2F3256%2Flevel-2&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497335972%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=CVPwj51t5Y%2FFpceXDevzc7s9gLGLtrKir9M7h6PebMY%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=http%3A%2F%2Fwww.ecfr.gov%2Fcgi-bin%2FretrieveECFR%3Fgp%3D1%26SID%3D7183fd6176006cf7c40b73d2c39d399a%26ty%3DHTML%26h%3DL%26mc%3Dtrue%26r%3DPART%26n%3Dpt42.5.493%23se42.5.493_11241&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497349785%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=8v5Ag4zxLI%2BmCg%2FJtxVLORJ9UgfMg8aw8IWOuxeYZB8%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=http%3A%2F%2Fwww.ecfr.gov%2Fcgi-bin%2FretrieveECFR%3Fgp%3D1%26SID%3D7183fd6176006cf7c40b73d2c39d399a%26ty%3DHTML%26h%3DL%26mc%3Dtrue%26r%3DPART%26n%3Dpt42.5.493%23se42.5.493_11241&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497349785%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=8v5Ag4zxLI%2BmCg%2FJtxVLORJ9UgfMg8aw8IWOuxeYZB8%3D&reserved=0


HTML&h=L&mc=true&r=PART&n=pt42.5.493#se42.5.493_11241) and 
called out in CLIA: 42 CFR Part 493 Subpart K - Preanaly�c Systems 

 This is cri�cal for PH Follow up to determine the temporal context; 
should already be collected in EHR, if provider collected, is collected in 
LIS/LIMS and important for result interpreta�on. 

 Specimen collec�on date/�me is so natural to be required that it is not 
even listed in specimen collec�on procedures, that enumerate what data 
must be collected and what needs to be considered –  found only one for 
Turkey; htps://www.ncbi.nlm.nih.gov/pmc/ar�cles/PMC4622196/ 

 In looking at specimen reject reasons / acceptability criteria, which are 
published for each test in the lab’s catalog we found most test have one 
for �me delay, which is calculated using the specimen collec�on 
date/�me to the specimen received date �me – here are some examples 
in the literature (and you can look at prety much any lab catalog for any 
test, all of them list acceptability �me ranges/cut offs) 

• htps://www.ncbi.nlm.nih.gov/pmc/ar�cles/PMC6816912/ - �me 
delay element in their study: In Table 1 they indicate �me delay as 
a reason for specimen rejec�on. Specimen collec�on �me is 
needed to calculate the �me delay. “The request form must 
document unique study-par�cipant iden�fiers, specimen 
collec�on date and �me, study par�cipant demographics, 
specimen type, and the collector’s (phlebotomist’s) iden�ty” 
from this study. For this study, see the rela�onship between 
temperature and �me. Collec�on �me is crucial to know if the 
specimen is viable. 

 htps://a1.mayomedicallaboratories.com/webjc/atachments/142/aecfe4
0-criteria-for-specimen-rejec�on.pdf - Mayo on the “general criteria” list 

 Use Sec�on 7.2 Report Format for Specimen received date, Test 
performed date, Report date, Report Update Date and in sec�on 9.2 
Specimen Collec�on Date 
htps://www.ncbi.nlm.nih.gov/pmc/ar�cles/PMC2213906/ 

 Example from the mayo catalog – see SPECIMEN STABILITY 
INFORMATION: htps://www.mayocliniclabs.com/test-
catalog/overview/75759#Specimen 

 It is a required data element in the many laboratory data-public health 
exchange standards: 

• ELR R1 
(htps://www.hl7.org/implement/standards/product_brief.cfm?p
roduct_id=98) 

• LOI 
(htps://www.hl7.org/implement/standards/product_brief.cfm?p
roduct_id=152) 

https://nam02.safelinks.protection.outlook.com/?url=http%3A%2F%2Fwww.ecfr.gov%2Fcgi-bin%2FretrieveECFR%3Fgp%3D1%26SID%3D7183fd6176006cf7c40b73d2c39d399a%26ty%3DHTML%26h%3DL%26mc%3Dtrue%26r%3DPART%26n%3Dpt42.5.493%23se42.5.493_11241&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497349785%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=8v5Ag4zxLI%2BmCg%2FJtxVLORJ9UgfMg8aw8IWOuxeYZB8%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.ncbi.nlm.nih.gov%2Fpmc%2Farticles%2FPMC4622196%2F&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497360055%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=SSSrakII%2BHEatDwilXexVb4NAbMfark%2FZ3VnNMsRfQk%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.ncbi.nlm.nih.gov%2Fpmc%2Farticles%2FPMC6816912%2F&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497367919%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=6xtwjwaugBVl26UeW0qW35gGZloPIDyLcrv0sVxxuvI%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fa1.mayomedicallaboratories.com%2Fwebjc%2Fattachments%2F142%2Faecfe40-criteria-for-specimen-rejection.pdf&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497374831%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=5JufmcrysGtmAZu2Tb%2BbKOkpRFvN%2B9U8h9wx0PT%2By0w%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fa1.mayomedicallaboratories.com%2Fwebjc%2Fattachments%2F142%2Faecfe40-criteria-for-specimen-rejection.pdf&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497374831%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=5JufmcrysGtmAZu2Tb%2BbKOkpRFvN%2B9U8h9wx0PT%2By0w%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.ncbi.nlm.nih.gov%2Fpmc%2Farticles%2FPMC2213906%2F&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497381876%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=biyJF61CNvB06wWgNnz1PrzPZ3WENbduQ%2B%2Bitv1kXY4%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.mayocliniclabs.com%2Ftest-catalog%2Foverview%2F75759%23Specimen&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497388128%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=cFE6oX1JK9RZgarq4DT4BnfU9WWkAvEl8QUE4tZonEw%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.mayocliniclabs.com%2Ftest-catalog%2Foverview%2F75759%23Specimen&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497388128%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=cFE6oX1JK9RZgarq4DT4BnfU9WWkAvEl8QUE4tZonEw%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.hl7.org%2Fimplement%2Fstandards%2Fproduct_brief.cfm%3Fproduct_id%3D98&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497394400%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=6KJDNFc1ewvv4Wh%2B5mTZ2QPLjMjhJPOaJR1XOupfbR0%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.hl7.org%2Fimplement%2Fstandards%2Fproduct_brief.cfm%3Fproduct_id%3D98&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497394400%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=6KJDNFc1ewvv4Wh%2B5mTZ2QPLjMjhJPOaJR1XOupfbR0%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.hl7.org%2Fimplement%2Fstandards%2Fproduct_brief.cfm%3Fproduct_id%3D152&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497400547%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=wWKHUCmq%2FAol82kJDWRHscOZU6YmM5FKvkfS1FrvCAk%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.hl7.org%2Fimplement%2Fstandards%2Fproduct_brief.cfm%3Fproduct_id%3D152&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497400547%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=wWKHUCmq%2FAol82kJDWRHscOZU6YmM5FKvkfS1FrvCAk%3D&reserved=0


• LRI 
(htps://www.hl7.org/implement/standards/product_brief.cfm?p
roduct_id=279) 

• NAACR (htps://www.naaccr.org/pathology-laboratory-electronic-
repor�ng/) 

o And why NOT to use more generic data elements Performance Time from the 
procedure class: htps://www.healthit.gov/isa/taxonomy/term/1456/dra�-
uscdi-v5 or Laboratory results: date and �mestamps 
htps://www.healthit.gov/isa/taxonomy/term/2426/level-2? 
 This discrete data element is needed un�l the design of USCDI 

accommodates a mechanism for each use case to define further 
constraints of these generic data elements, as otherwise the clinical 
context and significance of when to collect this element cannot be 
sufficiently described.  

 This is not a type of procedure date/�me, because it is not modeled as a 
procedure in the EHR-s and LIS and also conceptualizing Laboratory 
Specimen collec�on date/�me as a procedure �me may not be clinically 
correct as in certain situa�ons, such as during a surgery, the procedure 
�me, i.e., Surgery start �me, could be different from the �me the 
specimen is obtained. 

• Laboratory Test Performed Date – with the following ra�onale: 
o This descrip�on does not match the name of the data element - as writen it 

describes the "Specimen Collec�on Date", which is a separately described 
USCDI+ data element, so the defini�on needs to be updated to: “Date (and 
op�onally �me) when tes�ng was conducted by the tes�ng laboratory.” 

o Data Ra�onale (why important to PHA and where currently available):  
 This is important for PH Follow up used for laboratory situa�onal 

awareness and surveillance needs. It is used for very �me sensi�ve tests 
to determine the validity of the result as compared to the specimen 
collec�on date/�me. I also supports calcula�on of turnaround �me in the 
absence of the CLIA required element of report date. It is created by 
LIS/LIMS and should be available in the EHR-s already 

 It is a requested data element in the many laboratory data-public health 
exchange standards: 

 ELR R1 
(htps://www.hl7.org/implement/standards/product_brief.cfm?p
roduct_id=98) 

 LRI 
(htps://www.hl7.org/implement/standards/product_brief.cfm?p
roduct_id=279) 

 NAACR (htps://www.naaccr.org/pathology-laboratory-electronic-
repor�ng/) 

o And why NOT to use more generic data elements Performance Time from the 
procedure class: htps://www.healthit.gov/isa/taxonomy/term/1456/dra�-

https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.hl7.org%2Fimplement%2Fstandards%2Fproduct_brief.cfm%3Fproduct_id%3D279&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497406955%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=mWxbPDonIaEKi37Nm7Lg7DtDzp31tiQlh8Sxrf049E4%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.hl7.org%2Fimplement%2Fstandards%2Fproduct_brief.cfm%3Fproduct_id%3D279&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497406955%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=mWxbPDonIaEKi37Nm7Lg7DtDzp31tiQlh8Sxrf049E4%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.naaccr.org%2Fpathology-laboratory-electronic-reporting%2F&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497413072%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=kovio6JjBc0qDyr0u23G3pY2aQyW1PSA%2BjWMVEsCzj4%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.naaccr.org%2Fpathology-laboratory-electronic-reporting%2F&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497413072%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=kovio6JjBc0qDyr0u23G3pY2aQyW1PSA%2BjWMVEsCzj4%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.healthit.gov%2Fisa%2Ftaxonomy%2Fterm%2F1456%2Fdraft-uscdi-v5&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497420915%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=nPuzw4FQptt5aLmx2GaTHXXyT26w0CmKjvFFIBzjj8M%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.healthit.gov%2Fisa%2Ftaxonomy%2Fterm%2F1456%2Fdraft-uscdi-v5&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497420915%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=nPuzw4FQptt5aLmx2GaTHXXyT26w0CmKjvFFIBzjj8M%3D&reserved=0
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https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.naaccr.org%2Fpathology-laboratory-electronic-reporting%2F&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497454973%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=XZ4vU7L1oDtsghl3OxSSh0Kc7n837UcqNBd7ChBP%2B2Y%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.naaccr.org%2Fpathology-laboratory-electronic-reporting%2F&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497454973%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=XZ4vU7L1oDtsghl3OxSSh0Kc7n837UcqNBd7ChBP%2B2Y%3D&reserved=0
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uscdi-v5 or Laboratory results: date and �mestamps 
htps://www.healthit.gov/isa/taxonomy/term/2426/level-2? 

 This discrete data element is needed un�l the design of USCDI 
accommodates a mechanism for each use case to define further 
constraints of these generic data elements, as otherwise the clinical 
context and significance of when to collect this element cannot be 
sufficiently described.  

USCDI Level 1 data elements that need to be promoted to USCDI V5: 
• Instrument Unique Iden�fier – with the following ra�onale: 

o For laboratory tests that use a test kit and an instrument, both data elements are 
important to record as both influence the result. So just like its counterpart the 
Test Kit Unique Iden�fier it should be include in USCDI V5. The same 
considera�ons apply: 

• Proposed update to the defini�on to align with the test kit iden�fier: 
Uniquely iden�fies the instrument that was used to obtain the Test Result 
Value. For FDA cleared/approved instruments, a unique device iden�fier 
(UDI) should be available. At a minimum instrument model name and 
manufacturer can be used to iden�fy this element. Also acceptable is the 
Device Iden�fier (DI), which is contained within the unique device iden�fier 
(UDI) and can be retrieved from GUDID database 
(htps://accessgudid.nlm.nih.gov/). Op�mally the full UDI should be used, 
when available (can be formated as a barcode and/or human readable text).  

• In addi�on it would be beneficial to  
o define requirements for storage in the LIS 
o when the instrument iden�fier is added to the results - op�ons are: 

 provided it via IVD instrument interface as described in IHE 
LAW = CLSI AUTO-16 

 scan a barcode on the instrument (or at minimum u�lized 
standardized data labels that are standardized to reduce the 
burden of entering and risk of introducing transcrip�on errors 
when doing this manually) - this is agnos�c to where the 
scanning happens (can be at LIS or middleware or IVD 
instrument) 

o assigned to the test during the LIS set up (this would only be at the 
level of DI) and has a risk of becoming outdated, if not properly 
maintained 

o The DI can be published in LIVD or looked up in the GUDID database 
(htps://accessgudid.nlm.nih.gov/) based on the manufacturer and 
model name listed as approved instrument in the test kits package 
insert (where applicable) 

https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.healthit.gov%2Fisa%2Ftaxonomy%2Fterm%2F1456%2Fdraft-uscdi-v5&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497461447%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=8AN%2FcYqz2ReJ3p2%2FlFm7ReZlMCozT%2FbX12X8%2FyWc2v4%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.healthit.gov%2Fisa%2Ftaxonomy%2Fterm%2F2426%2Flevel-2&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497467857%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=yr%2FqkKfqHHmTVCRWmM%2ByPnZnYvf%2FvGYije4EP6zvado%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.healthit.gov%2Fisa%2Ftaxonomy%2Fterm%2F3726%2Flevel-1&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497473943%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=ZYfGZA8Why9i4e059%2F7i0GUbjkodplXZ0o%2Fpz7DJtJg%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Furldefense.com%2Fv3%2F__https%3A%2F%2Faccessgudid.nlm.nih.gov%2F).__%3B!!CYGGtyGZyw!B04iv1lvkhx-SihhDaofNxUPmh9rdfC5pjPGtl1OzXt9qvgSeJlXpzwmdgPbaBGGxEmKwksG4CJVMEZoKyH3Tjca3O7HXxJ4tCk%24&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497480095%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=bWDFs%2Bckn878G3%2FKoa3Z0fYxHLLWZ2WX3CBR2CKoVUY%3D&reserved=0
https://accessgudid.nlm.nih.gov/


USCDI Level 0 data elements that need to be promoted to USCDI V5: 
• Specimen Collec�on Method – with the following ra�onale: 

o PHA needs this element, as specimen collec�on method is used in laboratory 
surveillance to iden�fy results from specific collec�on methods. 

o Similar to specimen type and specimen source site the collec�on method 
provides important informa�on to the laboratorian and the epidemiologist as it 
will indicate if the collec�on occurred using sterile methods, which is important 
to know for culture results to rule out contamina�on. 

o It is a requested data element in the many laboratory data-public health 
exchange standards: 

 ELR R1 
(htps://www.hl7.org/implement/standards/product_brief.cfm?product_
id=98) 

 LRI 
(htps://www.hl7.org/implement/standards/product_brief.cfm?product_
id=279) 

 LOI 
(htps://www.hl7.org/implement/standards/product_brief.cfm?product_
id=152) 

 US Lab ValueSets 
(htps://www.hl7.org/implement/standards/product_brief.cfm?product_
id=413) 

 NAACR (htps://www.naaccr.org/pathology-laboratory-electronic-
repor�ng/) 

o And why NOT to use more generic data element 
htps://www.healthit.gov/isa/taxonomy/term/781/dra�-uscdi-v5: 

 This discrete data element is needed un�l the design of USCDI 
accommodates a mechanism for each use case to define further 
constraints of these generic data elements, as otherwise the clinical 
context and significance of when to collect this element cannot be 
sufficiently described.  

 This is not a type of procedure, because it is not modeled as a procedure 
in the EHR-s and LIS which is also represented by the fact that in FHIR this 
is a backbone element in the specimen resource that has many more 
elements besides a reference to a procedure resource (which it is 
considered to be part of, not an equivalent to. 

Electronic Case Reporting Data Elements 
eICR Data Elements in USCDI Level 2 that need to be promoted to USCDI V5: 

• Exposure/Contact Informa�on: Exposure/Contact agent  
• Exposure/Contact Informa�on: Exposure/Contact Date  
• Exposure/Contact Informa�on: Exposure/Contact Direc�on  
• Exposure/Contact Informa�on: Exposure/Contact Source/Target Par�cipant  

https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.healthit.gov%2Fisa%2Ftaxonomy%2Fterm%2F7902%2Flevel-0&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497486818%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=vmV10AvakP2OZ%2B6CoufJI%2BNMQ%2ByAIgQYFW%2FAVG1xRJI%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.hl7.org%2Fimplement%2Fstandards%2Fproduct_brief.cfm%3Fproduct_id%3D98&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497492874%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=Vh2q3nnFCd9aej59EjZ%2FOSdTUluRNAb8xdbCuAKBzv8%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.hl7.org%2Fimplement%2Fstandards%2Fproduct_brief.cfm%3Fproduct_id%3D98&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497492874%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=Vh2q3nnFCd9aej59EjZ%2FOSdTUluRNAb8xdbCuAKBzv8%3D&reserved=0
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https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.hl7.org%2Fimplement%2Fstandards%2Fproduct_brief.cfm%3Fproduct_id%3D152&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497726019%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=xuIxk5YB25MshAZi99E4CyDGobp83OwNyxSR8CWYqzY%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.hl7.org%2Fimplement%2Fstandards%2Fproduct_brief.cfm%3Fproduct_id%3D413&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497734739%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=GB2OP5Z%2BBzMw81jEvlaE2CvTyecco6m%2BJTWRksvYO7M%3D&reserved=0
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https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.healthit.gov%2Fisa%2Ftaxonomy%2Fterm%2F781%2Fdraft-uscdi-v5&data=05%7C02%7Cjohn.loonsk%40jhu.edu%7C34007ca7e9064de4209a08dc5a74eb24%7C9fa4f438b1e6473b803f86f8aedf0dec%7C0%7C0%7C638484707497747521%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=9NKQgyT%2BDNgK8vcuMffp%2FsMJqT2PGUw1GDd32a4yhUM%3D&reserved=0


• Exposure/Contact Informa�on: Exposure/Contact Type  
• Facility Informa�on: Facility Address  
• Facility Informa�on: Facility Contact Informa�on  
• Facility Informa�on: Facility Managing Organiza�on Iden�fier  
• Health Insurance Informa�on/Medicare Pa�ent Iden�fier 
• Immuniza�ons: Immuniza�on Code  
• Immuniza�ons: Immuniza�on Status  
• Immuniza�ons: Vaccina�on Administra�on Date  
• Laboratory: Specimen collec�on date/�me 
• Pa�ent Demographics/ Informa�on: Iden�fier  
• Pa�ent Demographics/ Informa�on: Pa�ent Iden�fier Type 
• Problems: Date of Onset 
• Social History: Congregate Living  
• Travel Informa�on: Travel History Dates  
• Travel Informa�on: Travel History Loca�on  
• Work Informa�on: Job Employer Address  
• Work Informa�on: Job Employer Name  
• Work Informa�on: Usual Industry  
• Work Informa�on: Usual Occupa�on 

eICR Data Elements in USCDI Level 1 that need to be promoted to USCDI V5: 
• Pa�ent Demographics/ Informa�on: Pa�ent Birth Place  
• Work Informa�on: Employment Status 

eICR Data Elements in USCDI Level 0 that need to be promoted to USCDI V5: 
• Pa�ent Demographics/ 
• Pa�ent Demographics/ Informa�on: Tribal Enrollment  

o Note: this data element needs to be promoted in alignment with the Tribal 
Affilia�on data element. 

• Pregnancy Informa�on: Es�mated Date of Delivery  
• Pregnancy Informa�on: Gesta�onal Age  
• Pregnancy Informa�on: Last Menstrual Period (LMP)  
• Provenance: Unique Iden�fier 
• Social Determinants of Health: Housing Instability and Homelessness 

The following new USCDI data elements have been entered into ONDEC with 
all of the context asked for there, but are listed here as well:  
eICR Data Elements in USCDI+ but not in USCDI: 
New data elements. 
 

• Clinical Notes: Chief Complaint 
• Clinical Notes: History of Present Illness 
• Clinical Notes: Past Medical History 



• Clinical Notes: Review of Systems 
• Health Status Assessments: Pregnancy Status Determina�on Method 
• Health Status Assessments: Pregnancy Status Recorded Date 
• Laboratory: Placer Order Number 
• Pa�ent Demographics/ Informa�on: Deceased Indicator 
• Pa�ent Demographics/ Informa�on: Related Person's Email 
• Pa�ent Demographics/ Informa�on: Related Person's Phone 
• Pregnancy Informa�on: Es�mated Date of Delivery Method 
• Pregnancy Informa�on: Gesta�onal Age Determina�on Date 
• Pregnancy Informa�on: Gesta�onal Age Determina�on Method 
• Pregnancy Informa�on: Postpartum Status 
• Pregnancy Informa�on: Pregnancy Outcome Date 
• Problems: Suspected Diagnosis 
• Procedures: Planned Procedure 
• Provenance: Report Date 
• Provenance: Report Submission Date/Time 
• Work Informa�on: Current Employer Phone 
• Work Informa�on: Current Job Title 
• Work Informa�on: Occupa�onal Exposure/Hazard 

eICR Data Elements in neither the current USCDI+ (we have asked for them to be added to USCDI+) 
nor USCDI: 
New data elements. 
 

• Clinical Notes: Reason for Visit 
• Exposure/Contact Informa�on: Emergency Outbreak Informa�on 
• Pa�ent Demographics/ Informa�on: Related Person’s Address 
• Provenance: Author Id 
• Provenance: Authoring Device 
• Provenance: Custodian 
• Provenance: Custodian Organiza�on Address 
• Provenance: Custodian Organiza�on Id 
• Provenance: Custodian Organiza�on Name 
• Provenance: Custodian Organiza�on Telecom 
• Provenance: Set Id 
• Provenance: Version Number 
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