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❖ Pharmaceutical companies develop scientific response letters (SRLs) 
as a response to healthcare providers (HCPs) unsolicited requests 
for off-label information. 

❖ Although there are requirements mandated by the Food and Drug 
Administration for these queries, there is a wide variety of practice 
standard operating procedures (SOPs) utilized by the industry and 
no one set standard.

❖ HCPs have been surveyed to identify key characteristics of SRLs that 
would be important for making clinical decisions. 

❖ To adapt a rubric from surveyed data and use it to evaluate SRLs 
with the goal of increasing clinical transparency. Based on the 
assessment of the SRLs, the rubric will be modified to improve SRL 
practices and serve as a tool for standardization. 

❖ The most common queries were adverse event, dosing and 
administration, and therapeutic use, shown in the results section.

❖ A limitation that was recognized was that the questions were not 
standardized and this could impact the format of the SRLs and the  
overall results. 
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The SRLs will be classified by the type of question and the rubric will 
be implemented to assess SRLs.

• SRLs will be collected via company MI online databases or by 
request as a medical information inquiry. 

• The rubric will be ranked from 3 – contains all components, 2 – 
contains some components, and 1 – contains none of the components. 

• A  rubric will be developed based on current literature of   HCPs 
preferences for SRLs.

Components of Rubric 

Title Includes restatement of drug name and question/unsolicited request 

Abstract
Includes a synopsis of the evidence and reviews the key points addressed in the document. This may 
include clinical trials, published literature, efficacy, and safety results when appropriate. Benefits and 
risks are highlighted.

Introduction
Contains key study information when relevant such as: approved product indication, appropriate 
black box warnings, important safety information, company information, background information on 
the topic or disease state when appropriate.

Methods
This includes the date the search was conducted. The databases searched, the terms utilized in the 
search, and the rationale for study selection for the SRD. Information is synthesized appropriately 
with bulleted information, tables, and charts. 

Results/Clinical Data 
Summary

This includes the publication status, the type of study design, study population/demographic 
information, study duration, efficacy results, safety results, and the author’s conclusion. 

Discussion 
The conclusion from the author’s of the article are reviewed when relevant, the company contact 
information for follow-up is included. 

References Includes published information or internal data and electronic links to references when appropriate. 

Results

❖ The questions were classified as adverse event, dosing and 
administration, therapeutic use, drug interaction, pregnancy and 
lactation, stability and compatibility, and other-allergy. 

❖ When the average for each section  across all seven types of 
questions were taken, it was found that the results/clinical data 
summary and methods section scored the lowest at 2.07 and 2.23 
respectively.

❖ On the other hand, the sections that scored the highest across all 
seven type of questions was the abstract and references, at 2.55 and 
2.51 respectively.

Discussion

❖ There is a lack of standardization to SRLs. There is specifically an 
information gap in the results/clinical data summary and methods 
section. 

❖ This information is critical to give HCPs because it allows them to 
understand the process pharmaceutical companies used to gather 
the information presented and allows HCPs to replicate this search 
strategy on their own. 

❖ Enforcing criteria for SRLs to meet will allow pharmaceutical 
companies to establish better trust with HCPs and act as a 
fundamental piece in the clinical decision making process. 


