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Objectives

Following the session, learners should be able to:

1) Define “data collection”

2) Outline the importance of having and maintaining a 
good data collection form

3) Determine what type of data to collect

4) Apply discussed concepts to develop one’s own data 
collection form 



Data Collection - Definition

• The process of gathering and measuring information on 
variables of interest, in an established systematic fashion 
that enables one to answer stated research questions, test 
hypotheses, and evaluate outcomes.

- U.S. Department of Health & Human Services



Data Collection

• All facets of the data collection process should be 
carefully reviewed in order to ensure reliable and valid 
data

• Make sure your data are collected in the same fashion from 
beginning to end of your research study



Key questions to ask yourself prior to data collection:

1) What information are you going to collect?

2) How are you going to collect your data?
a) Interviews/focus groups

b) Phone records

c) Surveys/questionnaires

d) Medical records (or clinic and office charts)

e) Recorded data from EEGs, ECGs, etc.

3) How will data be analyzed?



Protocol  Data Collection Process

Mountainside MD Press and Conducting Clinical Research



Importance of Collecting “Good”/Valid 
Data

• Precision of data is important to maintain the integrity of 
your research 

• Written record (i.e. paper surveys) and electronic records 
should be properly maintained in the event that aspects of 
your research protocol need to be modified 



Data Collection Approaches in Clinical 
Research 
Advantages & Disadvantages

Questionnaire Survey Data

Advantages Disadvantages

 Can collect personal and/or risk 

factor data not typically 

contained in hospital/ambulatory 

care records

• Validating individual survey 

responses can be difficult, 

burdensome, costly, and of 

questionable utility

• Can elicit information in an 

analytically desirable and 

standardized manner

• If response rates are less than 

desirable, one may question the 

representativeness of the study 

sample and its generalizability

• Can maintain high survey response 

rates through various financial or 

other incentives

• Responses might differ if questions 

are asked in-person vs. by phone 

vs. by mail/internet

Source: Saczynski JS, McManus DD, Goldberg RJ. Commonly utilized data collection approaches in clinical research. Am J Med. 2013;216(11).



Data Collection Approaches in Clinical 
Research 
Advantages & Disadvantages

Hospital/Ambulatory Care Records

Advantages Disadvantages

• Readily available and contain much 

useful demographic and clinical 

information

• Often times data contained in medical 

records are non-standardized and 

inconsistently collected and recorded

• Can be linked to other follow-up 

information sources

• Information is often incomplete and/or 

missing

• Can be used to characterize the 

medical history and clinical course of 

hospitalized and outpatient individuals

• Independent checks on validity and/or 

reliability are atypically performed

• Can provide data on medication 

intensity and duration

• Information on etiologic or prognostic 

factors of importance is often either not 

obtained or asked about or recorded in 

a standardized manner

Source: Saczynski JS, McManus DD, Goldberg RJ. Commonly utilized data collection approaches in clinical research. Am J Med. 2013;216(11).



Data Collection Approaches in Clinical 
Research 
Advantages & Disadvantages

Biologic Data

Advantages Disadvantages

• May provide novel insights into 

underlying disease pathophysiologic 

processes

• Need to be collected under 

standardized conditions with 

considerable attention to detail

• Can serve as an important endpoint of 

relevance

• Ongoing quality control procedures 

needed

• Can be linked to other 

sociodemographic, medical history, and 

clinical data to obtain insights into 

disease occurrence and prognosis

• Need to consider impact of possible 

biologic circadian variation for purposes 

of timing and frequency of data 

collection efforts

• May need collection of multiple 

measures at baseline to adequately 

profile subsequent changes

Source: Saczynski JS, McManus DD, Goldberg RJ. Commonly utilized data collection approaches in clinical research. Am J Med. 2013;216(11).



`
Have as many details as needed and define the variables in 
your form as needed



Version Control

Current version and date should be on the fist page. It is also recommended that it be 

on the header/footer of the document and appear on every page. 



Improper Data Collection Leads to…

• Inability to answer research questions accurately

• Inability to repeat and validate the study

• Distorted findings resulting in wasted resources

• Misleading other researchers to pursue fruitless avenues of 
investigation 

• Compromising decisions for public policy 

• Causing harm to human participants and animal subjects



Data Collection Problems Requiring 
Immediate Action

• Errors in individual data items 

• Systematic errors 

• Violation of protocol 

• Problems with individual staff or site performance 

• Fraud or scientific misconduct



Clinical Research Documentation

ALCOA-
C

Attributable

Legible

Contemp-
oraneous

Original

Accurate

Complete

“If it wasn’t documented, it wasn’t done.”



Collecting Valid Data

U.S. Department of Health & Human Services



How Much is Too Much?



Data Collection Methods

What’s Needed for…

Questionnaires

1) A “sampling frame” from which you can choose a representative (or 

randomized) sample

2) A survey instrument that has been vetted

3) Invitation to encourage participation

4) A means of dissemination (mail, email, telephone)

5) Method of following-up with non-respondents

6) A system for creating and managing a database of survey responses

7) A plan and method for analyzing results



…Interviews

1) A method to identify and recruit the people you want to interview

2) An interview protocol with primarily or exclusively open-ended 

questions

3) Skilled interviewers

4) A way to record the interviews and either summarize or transcribe them

5) A method to analyze the results of all your interviews. This may include a 

qualitative data analysis software program

6) Staff who have skills in qualitative data analysis



Communication/Training

U.S. Department of Health & Human Services



Explicit Script in Data 
Collection Form



Activity



Social Determinants of Health Pilot Study
• Objective #1: The overall aim of the 

project is to examine the 
feasibility and potential impact of 
screening and referral for unmet 
SDOH needs on chronic disease 
clinical outcomes among new BMC 
adult primary care patients with 
diabetes, hypertension, and/or 
depression. We also aim to better 
characterize the SDOH burden 
among adult primary care patients. 

• Question: Based on the objective 
above, what variables (i.e. A1C, 
age, etc.) do you think would be of 
interest?

Screening and referral tool  



Variables We 
Collected

Variables

City/State

Language

Marital Status

Provider Name

Education

Age, Sex

Insurance Carrier

Visit date/time

Lab date/time

Screening questions

Clinical: LDL, HDL, A1C, Total Cholesterol, Blood Pressure 

Eligibility: has Depression? Diabetes? Hypertension?



…Objective #1 Continued 

• Objective #1: The overall aim of the project is to examine the 
feasibility and potential impact of screening and referral for 
unmet Social Determinants of Health (SDOH) needs on chronic 
disease clinical outcomes among new BMC adult primary care 
patients with diabetes, hypertension, and/or depression. We also 
aim to better characterize the SDOH burden among adult 
primary care patients. 

• Questions: 

1) What platform (i.e. Excel) would you consider using to 
collect/store your data?

2) Where could you find the data needed to answer your 
research question?



Social Determinants of Health Pilot Study

• Objective #2: Using a screening and referral process to 
address unmet SDOH needs in a subgroup of patients with 
hypertension (HTN), diabetes (DM) or depression, we 
sought to examine patients’ connection to community 
and hospital resources.

Question: Based on the objective above, what is a data 

collection method, or methods, that can be employed?



Three Key Reminders

1) Develop a data collection and training plan as needed

2) Follow your IRB protocol!

a) Study retention/closeout of data

3) Keep data secure

a) Protected Health Information (PHI) and stewardship of your data



Questions or comments?


