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Disclaimer and Disclosures

The views and opinions expressed in this presentation are those of the author(s) 
and do not necessarily reflect the official policy or position of CDISC.

All data represented in examples here are fictitious and only provided for 
demonstration purposes.
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DHTs and Data Flow at Pfizer



Digital Health Technologies (DHTs)

• A digital health technology (DHT) is a system that uses computing 
platforms, connectivity, software, and/or sensors, for health care and related 
uses1.

• DHTs for remote data acquisition in clinical investigations can include 
hardware and/or software to perform one or more functions.

• Depending on the intended use of a DHT, the DHT may meet the definition 
of a device under the Federal Food, Drug, and Cosmetic Act (FD&C Act).

• The data collection may involve passive monitoring by the DHT or the 
acquisition of data while participants are actively interacting with the DHT. 

• Common examples of DHTs: activity tracker bracelets/watches, mobile 
applications, continuous glucose monitoring devices
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1 FDA: Digital Health Technologies for Remote Data Acquisition in Clinical Investigations Guidance for Industry, 
Investigators, and Other Stakeholders https://www.fda.gov/media/155022/download ) 



eSource Data Flow

• Data is aggregated by vendor and transferred to Pfizer using the non-CRF data 
process.

• Programming Standards team determines SDTM domain allocation and 
coordinates with Data Standards (collection) to set up a standard CDASH-
based file structure.

• Standard CDASH-based file structure allows us to standardize SDTM extraction 
and mapping programs with minimal manipulation.
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Examples of DHT at Pfizer

• Daily symptoms

• Daily voice 
assessments

• Migraine 
episodes

• Platform, OS, 
app details

• Sleep & activity 
metrics (raw & 
derived)

• Device usage 
metrics

• Algorithm 
versions

• Data loss

• ECG

• Vital signs

• Activity tracking

• Posture

• Gait 
parameters 
(raw, derived, 
estimated)

• Posture

• Spatial, 
temporal, and 
pressure data



Device Assessments

• Multiple devices may be assessed in a trial 
and compared for accuracy, reliability, ease 
of use/comfort, etc.

• Additional data may be collected beyond 
what the device itself collects/provides

• Device data may be compared to 
“traditionally” collected data for accuracy

• Device monitoring – device issues, 
syncing, upload/download status

• Study may use questionnaires to assess 
comfort/use factors
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Challenges and Examples



Challenges

Collection of device 
data and association 
to participants/results

Identifying 
appropriate target 
SDTM domains

Data from a single 
device may need to 
be mapped to 
multiple domains

Linking non-CRF 
data from the DHTs 
with related CRF 
data

Mapping of 
device/user issues, 
metrics, and other 
operational data

Level of granularity 
of data



Gait & Physical Activity data Example
e-Data



Gait & Physical Activity data Example (Cont.)

FADE

FAPR

SDTM Transformations



CRF & eDATA Example

14

e-Data

SDTM Transformations



Dashboard/Device Monitoring Example
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e-Data

SDTM Transformations

Variables ‘Status’ thru ‘Data Uploaded’ are mapped to Custom Findings Domain: Device Status Monitoring(ZD)



CDISC DHT Standards Development



• CDISC and the Digital Medicine Society (DiMe) have partnered to develop 
shared standards and common semantics of data across different DHTs. 

• Standards development has been focused in the following areas: 

• Key DHT Concepts in clinical research

• Device Attributes that contextualize collected data 

• Digital Endpoints collected using DHTs

• Best Practices for using CDISC standards and DiMe resources with 
DHTs in clinical research.

• Several endpoints have been modeled in SDTM.

• Goals for 2025:

• Finalize Key Concepts

• CDISC Portal planning

• Continue to assess and model use cases

CDISC DHT Team



Nocturnal Scratch CDISC DHT Example
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Nocturnal Scratch CDISC DHT Example (Cont.)



Conclusion

➢Collection, acquisition, and mapping of 
DHT data can be challenging 

➢While medical device IG and TAUGs are 
helpful, more guidance is needed

➢Sponsors can contribute to CDISC DHT 
team to share knowledge and 
experience, support and enhance 
standards development and guidance

20#ClearDataClearImpact

CDISC DHT Team is accepting volunteers: https://www.cdisc.org/volunteer/form

https://www.cdisc.org/volunteer/form


Thank You!

Contact the presenters for more information:

Swarupa Sudini: swarupa.sudini@pfizer.com

Sandy VanPelt Nguyen: sandra.vanpeltnguyen@pfizer.com
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