
The Rapid eDHR Cloud Solution
Medical Regulatory Compliance - Faster Than You Thought 
Possible

An electronic device history record (eDHR) allows manufacturers to 
collect and manage critical records required by the FDA to document the 
production of each device. By automating your device history record  
processes with an eDHR, you can more confidently achieve compliance 
with FDA cGMP requirements, reduce risk, while enhancing safety for 
medical device users. By bringing together all data about a device’s 
manufacturing and testing history, the eDHR tracks data to ensure the 
documented manufacturing process was followed, and ensure  
compliance. That includes the requirement that the components and 
materials approved for assembly into the product were the ones actually 
used, all tests passed, and that all workers involved in the manu-
facturing and testing processes were trained and certified on the 
required operations.

Highlights:
• Fast and easy to implement.

• Accelerate your time to

compliance.

• 21-CFR Part 11 compliant.

• No software or servers to buy.



Some manufacturers have been slow to move from manual record 
keeping processes due to the degree of difficulty and the length of time 
involved in implementing eDHRs. 42Q has dramatically changed that 
equation with the Rapid eDHR solution, a Cloud-based platform that 
provides 21-CFR Part 11 compliance, supports employee validation in 
the manufacturing and testing processes, and provides enforced com-
pliance in highly regulated manufacturing environments - all in just a few 
weeks.

The Fastest, Easiest Way to Launch eDHR Quality Records 
With the Rapid eDHR solution, you can jump-start your electronic  
record-keeping and begin to see advantages at your next compliance 
audit. The Rapid eDHR offering is part of the 42Q Cloud platform:   
a complete, scalable Cloud solution for managing global manufacturing 
operations.

Rapid IIoT Solution Includes:
•	 Tracking	and	Traceability

•	 Online	Work	Instructions

•	 Employee	Verification

•	 42Q	Live	and	Operations	

Dashboard

•	 Standard	Reports	&	Cycle	

Time	Report

About 42Q
42Q is a leading provider of cloud MES solutions, implemented in over 60 manufacturing facilities. Our mission 
is to deliver scalable, flexible and easy to implement manufacturing solutions to our customers. Our manage-
ment team has extensive experience with the architecture, development and implementation of advanced MES 
and manufacturing automation systems deployed across a broad range of vertical markets. 42Q is a business 
unit of Sanmina Corporation.

Learn More
Begin your digital transformation today.
For more information:
Call 408-964-3222
Visit: www.42-q.com/starter-kit/rapid-edhr-solution/


