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Who is this For?
PART 1:   Sponsors and  Investigators/Sites
This instruction sheet is intended to help sponsors ( ) and investigators/sites () prepare clear, practical instructions for healthcare providers (HCPs) who will conduct a protocol-specified participant visit away from the clinical trial site. Sponsors and investigator/sites should complete all applicable fields before the sheet is provided to the HCP, using the color-coded prompts to identify which party is responsible for each section.  The sponsor should provide study-level requirements, procedural specifications, documentation expectations, and any special handling or reporting instructions.  The investigators/site should add participant-specific information, site contacts, visit details, and escalation pathways. Before sharing the final, completed sheet with the HCP, confirm that all sponsor and site placeholders have been completed or removed and that the instructions are accurate, complete, and appropriate for the HCP’s role and scope of practice.

---------------! (after the completion of the form, delete Part 1: pg i-iii) !---------------

PART 2:  HCP Instruction for Trial Participant Visit
The HCP Instructions for Trial Participant Visit sheet is the HCP-facing instruction sheet that will be provided to the healthcare provider conducting the protocol-specified participant visit. Sponsors and investigators/sites should use this section to give the HCP only the information needed to complete the assigned visit activities safely, consistently, and within their clinical scope of practice. The HCP should expect (1) readily available and current contact information for the investigator and study team, (2) participant and visit details, (3) step-by-step procedure instructions, (4) documentation requirements, and (5) any specimen handling or transfer instructions. Avoid adding unnecessary protocol background, study rationale, or duplicative detail that could overburden the HCP; instead, keep instructions concise, practical, and limited to what the HCP needs to do, document, and escalate during or after the visit.


Background
DCTs often engage local healthcare providers (HCPs) to deliver routine clinical services within their scope of practice as part of protocol-specified care, generating and documenting data that informs the research. In that engagement, HCPs generally do not need to know specific details of the study protocol or the content of the Investigator’s Brochure (IB), but they do require clear instructions on the protocol-specified intervention or research procedure. Similarly, local clinical laboratories, imaging, and other facilities need clear orders from a responsible, credentialed study investigator. Local HCPs may also perform activities that require detailed knowledge of the protocol, investigator's brochure, or other trial-related documents. In those cases, they should be formally listed on the delegation log as part of the study team and appropriately trained. These distinctions are described in ICH E6(R3).
To ensure effective and consistent conduct of the trial, this document consolidates the expected management, communications, logistics, documentation, and reporting for local HCPs. 
HCP-provided services vary in complexity, from a simple procedure (e.g., a blood draw, imaging X-ray or scan, physical exam with vital signs) to more complex involvement (e.g., infusion of a medicine; clinical assessments of physical function (e.g., pulmonary function tests, cardiac stress tests, wound care evaluations, assessment of unexpected symptoms). Regardless of complexity, communication and documentation between the responsible study investigator and the HCP are necessary. What is asked of an HCP can vary from a simple “physician order” (e.g., routine blood draw) to more complex instructions, albeit within the HCP’s scope of practice. Communication focuses on relevant study information to support consistency with protocol expectations and appropriate integration of clinical documentation into the research record, while respecting the HCP’s independent clinical role, scope of practice, licensure, and credentialing. 
Importantly, before introducing decentralized elements into a trial, the sponsor and investigator should develop a comprehensive plan that addresses communication needs, data collection, and the maintenance, storage, transfer, and access of source documentation. It should be clear when and by whom the data will be reviewed and interpreted, how patient care results will be communicated, how participant safety will be ensured, how confidentiality will be maintained, and how regulatory reporting will be facilitated. 
Here we provide a model HCP instruction sheet template that contains the above information. It should be adapted for each specific protocol and use. The clinical investigator at the site should provide the completed Instruction Sheet to the HCP prior to the visit.
Information for  Sponsor and  Investigators/Sites to 
Prepare this Instruction Sheet for the HCP
This document is an implementation tool. It is to be used when the protocol permits visits to be conducted away from the clinical trial site. The written protocol should specify any approved visit flexibilities, which should be based on a sponsor assessment of feasibility and impact on participant safety and data reliability, rather than being determined on a case-by-case basis as the study is being conducted (see the Optimizing DCTs tool). In the protocol, the sponsor established a standardized oversight framework, defined escalation pathways, and specified how data from these visits will be integrated into the research record across sites (see the Proportionate Oversight Framework for Clinical Trials with Decentralized Elements). What remains is helping the healthcare provider (HCP) execute protocol-defined procedures within their scope of practice—and this sheet provides that instruction. It contains information that the HCP will need to conduct a protocol-specified visit in a decentralized clinical trial (DCT)—the point at which careful protocol design and calibrated oversight planning meet real-world execution. 
The HCP’s role here is specific: perform the procedures listed, document findings in the specified format, transfer data through the defined pathway, and sign to confirm completion. Protocol decisions related to the participant remain the responsibility of the investigator and the sponsor. If anything unexpected arises during the visit, the answer is almost always the same— provide necessary and immediate clinical care within the scope of practice, then contact the research site using the number on this sheet. The HCP Check-In Questions for Participants document covers a range of situations that might be encountered and how to respond accordingly.


Who Does What?
Sections 1 through 5 below contain information that is intended to be pre-filled by the  sponsor and  investigator/site before this sheet is given to the HCP. Please adapt as needed and complete all [bracketed colored text] in advance of providing this sheet to the HCP.

This document uses color-coded “ownership” markers to indicate who should complete each section and the actions required by each “owner”:

	
[ SPONSOR]
Completed by the study sponsor before the visit. Contains trial context and procedural specifications.
	
[ INVETIGATOR/SITE]
Completed by the investigator/ research site before the visit. Contains participant details and site contacts.
	
HCP 
Completed by the HCP during and after the visit. Contains required actions, documentation requirements, and safety considerations.



The fields below should already be completed when the HCP receives this document. Verify that no fields contain [orange text] or [ green text] before sending it on to the HCP.









-------------------------------Delete the pages above BEFORE sending to the HCP------------------------------
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HCP Instructions for Trial Participant Visit
Introduction
This document provides the information you need to complete a protocol-specified visit for the participant identified in this instruction sheet. Before the visit, please review the contact information, participant details, visit requirements, procedures, documentation expectations, and any specimen handling or transfer instructions. During the visit, follow the steps and procedures described, remain within your clinical scope of practice, and document all required information as directed. If any information is missing, unclear, or inconsistent, contact the study team using the contact information provided (Section 1) before proceeding. In the course of the study, if an urgent clinical or safety concern arises, first provide any necessary emergency or urgent clinical care, and then contact the study team (Section 1) as soon as the clinical situation has stabilized.

This Form has 6 sections:
· Section 1: Contact Information
· Section 2: General Study Information 
· Section 3: Participant information 
· Section 4: Instructions for Participant  Visit, Data, and Specimens
· Section 5: Procedures and Data Capture
· Section 6: HCP Acknowledgment





How to Use this Document
This instruction sheet provides the information you need to conduct a protocol-specified visit for the participant identified below. It has been prepared collaboratively by the  study sponsor and the  investigator/research site. We appreciate your willingness to assist in this study. If any field that should be filled out by the study sponsor or investigator/research site is missing, please use the contact information listed in Section 1 to contact the investigator or their study team. They are your point of contact.
Please note that you are being asked to perform an evaluation and procedures that are within your scope of practice. If you are uncomfortable with any of the requested activities, please notify the study team contact as soon as possible.
You do not, and should not, need detailed knowledge of the study protocol or investigator’s brochure to conduct the visit. It is possible that some activities still require adaptation for the research (e.g., taking 3 blood pressure readings after a 5-minute rest, etc.) that deviate somewhat from usual practice. Please know that the study investigator and their team remain available at any time should questions arise. 

This document uses color-coded ownership markers to indicate who completed each section and what requires your action:

	
[ SPONSOR]
Completed by the study sponsor before the visit. Contains trial context and procedural specifications.
	
[ INVETIGATOR/SITE]
Completed by the investigator and research site before the visit. Contains participant details and site contacts.
	
HCP (YOU)
Completed by you during and after the visit. Contains the actions you are asked to take, documentation requirements, and safety considerations.



The fields below should already be completed when you (HCP) receive this document. Verify that no fields contain [ orange text] or [ green text] before proceeding with the visit. If you see any remaining orange or green text, please contact the Investigator or their listed Study Team Member before proceeding.This form contains both personally identifiable information (PII) and protected health information (PHI). Treat this form and all data, documents, interactions, and information confidentially. In addition to routine procedures, please report any potential privacy breaches to the study team. Please note that the participant has signed a consent form authorizing the exchange of PHI and communication between you and the site investigator. The consent form is available upon request.
These instructions contain general study information that is intended for you, the healthcare provider, not the participant. The IRB/ethics committee has not approved this form for distribution to participants.




[bookmark: _SECTION_0:_Contact]If you learn that the participant has died, notify the study team immediately using the urgent contact information provided in Section 1 (below). Document the date, time, source of information, and any relevant details shared with you, and follow any additional instructions from the study team.

[bookmark: _SECTION_1:_Contact]SECTION 1: Contact Information 
	[bookmark: _SECTION_1:_General]HCP Quick-Reference Contact Card* 
(or use equivalent)                          SITE TO COMPLETE once for each trial  

	For Urgent Issues
	[Clinical Investigator or designee:
name, 
phone, 
email]

	Back-up Contact:  
	[Name, 
phone]

	For Routine Questions  
	[Study Team designee: 
name, 
phone, 
email]


*Keep this information accessible during the visit
	Site Details                              SITE TO COMPLETE  

	Clinical Investigator 
	[Name,
contact info, phone, email,
site info]

	Study Coordinator
	[Name,
phone, 
email]




[bookmark: _SECTION_1:_General_1][bookmark: _SECTION_2:_General]SECTION 2: General Study Information 
	Trial Details                           SPONSOR TO COMPLETE once for each trial  

	Study Title
	[Enter full study title]

	Sponsor
	[Enter sponsor name]

	Registration Number
	[Example: NCTXXXXXXXX]

	Study Objective
	[Insert high-level objectives, no more than 2–3 sentences on the purpose/objective of the trial]

	Investigational Product
	[Name,
description of IP]








[bookmark: _SECTION_3:_Participant]SECTION 3: Participant Information 
(HIPAA and PII provisions apply)
	Participant Information              SITE TO COMPLETE  

	First Name
	[Enter first name]

	Last Name
	[Enter last name]

	Date of Birth (mm/dd/yyyy)
	[Enter DOB]

	Phone Number
	[Enter phone]

	Email
	[Enter email]

	Participant’s Emergency Contact
	[Name, 
relationship, 
phone number]



	Visit Details                                SITE TO COMPLETE  

	Date of Participant Enrollment
	[mm/dd/yyyy]

	Research Visit Number & Date
	[Visit #, 
scheduled date]

	Visit Time Point
	[e.g., Week 12 / Month 3]



If an issue arises during the participant check-in and you are unsure how to proceed, refer to the HCP Check-In Questions for Participants tool for example situations and recommended next steps. If the situation is urgent, unclear, or not addressed in that document, contact the study team using the information in Section 1 before proceeding, unless immediate clinical care is needed.


[bookmark: _SECTION_4:_Instructions]SECTION 4: Instructions for Participant Visit, Data, and Specimens 
This section contains your step-by-step instructions. 
Each form field that is color-coded is tagged with who has completed it:
•  [ Sponsor] = fields the sponsor fills in before you receive this form
•  [ Site] = fields the site fills in before you receive this form
	✔  HCP: Follow these instructions during and after the visit



1. Ensure Patient Identification and Verification 
Confirm patient identity using standard methods (e.g., full name and date of birth).
Verify identity against the participant information in Section 2 above.
Do not proceed if identity cannot be confirmed. Contact the Study Team designee
2. Check in with Participant (see HCP Flowchart) 
The flow chart provides a list of questions and appropriate instructions based on the response. The study team should be contacted in certain settings, such as when the participant:
· wants to withdraw from the study,
· reports new medication use, or you change or intend to change a medication,
· is or wants to become pregnant, or
· reports any serious adverse events.  
Contact the study site at the time of the visit.
3. Data Collection, Documentation, and Transfer Requirements 
Collect data per the Procedures Table in Section 3 below, following any specific instructions.
Enter data per standard practice into the system of record (e.g., EHR) as instructed.
Document dates and times of participant check-in and data collection 
Complete all documentation and send it to the investigator within XX  [ specify the timeframe] business days.
Time-sensitive documentation: [ Specify any time-sensitive documentation requiring same-day submission.]
Instructions for document transfer: [ Provide detailed instructions on document transfer.]
4. Specimen Collection, Documentation, and Transfer Requirements 
· Collect specimens per the Procedures Table in Section 3 below, following any specific instructions.
· Document the date and time of all procedures per the provided documentation format.
· Use standard codes for procedure documentation (e.g., CPT, ICD-10 as applicable).
· Retain product receipts and shipping records (e.g., FedEx receipts for research blood collection shipped to analysis lab, receipt of study materials).
· Specimen Handling:
· Instructions for special handling of specimens: [ List any instructions for special handling if needed for specimens, and whether special procedures must be implemented.]
· Kit inventory or packing instructions: (if applicable): [ Include kit inventory or packing instructions if applicable.]
· Central lab contact information: [ Provide central lab contact.]
· Shipping address: [ Provide central lab shipping address.]
· Information to cover shipping expenses.
5. Communication Protocols
· Use the contact information in Section 1 to reach the study team as needed during or after the visit. Section 1 should identify the appropriate contacts for routine questions, urgent or emergent issues, when immediate communication is required, and any back-up contacts if the primary person cannot be reached.
· Specific communication instructions: [ Include guidance on specific communication instructions.]
· Data privacy details: 
· [ Provide clear reminders on data privacy.]
· Reminders on HIPAA/GDPR/other: [ Provide clear reminders on HIPAA/GDPR.]
· Other regulatory/legal requirements: [ Provide clear reminders on other regulatory/legal requirements.]
6. HCP Compensation
· Protocol-directed assessments and care performed as part of this visit cannot be billed to the participant or third-party insurers.
· Compensation process (if applicable): 
· [ Specify: compensation arrangement.] 
· [ Specify: invoicing process.] 
· [ Specify: payment timeline.]
· Contact Information for billing or compensation inquiries: 
[ Provide contact for billing or compensation inquiries.]



[bookmark: _SECTION_5:_Procedures]SECTION 5: Procedures and Data Capture
	✔  HCP Action: Preform each procedure listed


Enter data per standard practice into the requested system of record (e.g., EHR). Use routine practice guidelines for data collection methods, unless otherwise specified.
[ Investigator/Site: Complete the table below with protocol-specified procedures for this visit. 
Green text = example to be replaced with actual protocol/procedure detail]
	#
	Procedure
	Description/Frequency
	Timing
	System of Record
	Special Handling/Shipping

	1
	Vital Signs
	BP, HR, RR, Temp, SpO2; after 5 min rest while seated
	Visit start
	Site EHR
	None

	2
	Blood Draw
	2x EDTA, 1x SST; fasting required
	Once
	Central Lab via EDC
	Ship within 24h; use provided kit

	3
	Physical Exam
	Focused exam per protocol checklist
	Once
	Study EDC
	Upload checklist

	4
	ECG (12-lead)
	Supine, 10 min rest prior
	Once
	Device upload to EDC
	Transmit tracing same day

	5
	[Procedure]
	[Description/Frequency]
	[Timing]
	[System]
	[Handling]

	6
	[Procedure]
	[Description/Frequency]
	[Timing]
	[System]
	[Handling]

	7
	[Procedure]
	[Description/Frequency]
	[Timing]
	[System]
	[Handling]

	8
	[Procedure]
	[Description/Frequency]
	[Timing]
	[System]
	[Handling]



[ Sponsor to Complete: If needed, provide simple study-specific instructions or considerations for procedures not captured in the table above.]
[ Special Instructions:]
[bookmark: _SECTION_6:_HCP]
SECTION 6: HCP Acknowledgment
	✎  HCP TO COMPLETE: Sign upon receipt of this document


By signing below, I confirm that I have received and understood the instructions in this document and will conduct the visit accordingly.
	HCP Name (Print):
	HCP Signature:

	Date (mm/dd/yyyy):
	Credentials / License #:
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