Ancillary Services Worksheet

This worksheet is designed to assist researchers in determining which ancillary and support services and committees need to be considered and consulted in planning research and gaining institutional approval.  The questions have been developed by the services and committees to provide them with the basic information they need to begin to assess your project.
Step 1:
If your proposal may utilize the services of Investigational Drug Services, Pathology, or Radiology, complete Part 1 of this worksheet with as much information as you have available at this time and include in your submission of package 1 to Sponsored Programs Administration.  

Step 2:
Update Part 1 and complete Part 2 of this worksheet prior to your submission to the IRB.  Include the completed worksheet as part of your submission package.  Unless otherwise instructed in the ancillary’s section, “share” your project (Read Access) with the indicated areas so that they can view this worksheet and begin their processes.  
Instructions are included in each section for electronic signatures required before the project can be submitted to the IRB. 


Ancillary Worksheet: Part 1  (complete with as much information as you have available at this time and include in your submission to SPA)
 FORMCHECKBOX 
  Investigational Drug Services
1. What degree of services is anticipated?  
a.  FORMCHECKBOX 
 Passive Role (Acknowledge receipt/ delivery of study drug to discipline by Pharmacy Investigational Drug Service (IDS) Office ONLY. Standard IDS Office charge will apply.)

b.  FORMCHECKBOX 
 Active Role (Blinded study and/or one that requires randomization of patients, mixing of study drug, drug accountability, etc.)

2. Projected start date.      
3. Number of patients anticipated to be enrolled:      
4. Days and time(s) when patients will be enrolled, ie. weekdays from 7 A.M. to 5 P.M., etc.:      
5. Type of patients, i.e., inpatients only or both inpatients and outpatients:      
6. Any “special” storage conditions of Investigational Product (IP) required other than standard room temp, refrigeration, or 0 degree C freezer, ie., liquid nitrogen freezer:      
7. If applicable, a brief description of any “special” manufacturing procedures required by sponsor before Investigational Product is dispensed:      
If protocol is available, include a copy with this submission.  Otherwise, please contact the Investigational Pharmacy directly at (413)794-8888, Fax: (413) 794-1493.  Investigational Pharmacists: Jerry Korona, Monica Fitzgerald; CRPTs: Kim Coville, Leslie Eno.

If this project is human subjects research and the services of Investigational Pharmacy will be utilized, electronic signature by the Investigational Pharmacy indicating that the project is feasible is required prior to IRB submission.
 FORMCHECKBOX 
  Pathology / Laboratory 

1. Does your protocol involve testing of patient specimens? 
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
2. Does the protocol involve packaging or shipping of specimens? 
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
*If YES, study personnel will be responsible for shipping of specimens.  The following information needs to be provided to the Pathology Research Services Coordinator:

· Copy of current certification of training is required (within previous 2 years)

· Specify individuals who will be shipping specimens and date of certificate expiration

a. Name/Date      
 FORMCHECKBOX 

I certify that I/study staff will NOT be shipping Category A infectious substances, AND I certify that I/study staff have been trained in packaging and shipping of Category B Infectious Substances and Exempt Human Substances.

3. Does your protocol require data from the Department of Pathology and / or Baystate Reference Laboratories beyond what is available in CIS?
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
4. Does your protocol involve requests for tissue, slides, or stains?
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
Complete a Pathology Services Application if you answered YES to any question above. Email application and provide Read access to Lynn Eaton, Research Coordinator, Diagnostic Services, phone (413)794-5056. 
If the project is human subjects research, electronic signature by Pathology indicating that the project is feasible is required prior to IRB submission.  Diagnostic Services Research Coordinator: Lynn Eaton, phone: (413) 794-5056.
 FORMCHECKBOX 
  Radiology
1. Does this study require the use of Imaging equipment or technologists? 
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

2. Does the study require interpretation of imaging by a radiologist?  
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

3. Does this study involve the use of Ultrasound, MRI or ionizing radiation for a human?  
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

4. Expected volume of patients or procedures:      
5. Does the study require a minimum standard for a given imaging modality? (ie; 16 slice or 64 slice MDCT)  
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

6. If applicable, identify the formatting requirement for sending out images:      
If yes to any of the above, electronic signature by Radiology indicating that the project is feasible will be required prior to IRB submission.  Provide “Read” access to Lynn Eaton, Research Coordinator, Diagnostic Services, phone: (413)794-5056.


Ancillary Worksheet: Part 2  (update Part 1 and complete Part 2 prior to submission to the IRB.  Include this worksheet in your document package and “share” the project (Read Access) if electronic signature is required.  See each section for instructions.
 FORMCHECKBOX 
  Nursing  

1. Will nursing staff be responsible for study tasks ((i.e. data collecting, medication administration, testing, etc.)?  
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
If yes:

Specify the tasks nursing will be responsible for: 
     
Indicate which nursing floors/units will be involved: 
     
Electronic signature by the Nursing Manager and Director of each clinical area impacted by the study indicating that the project is feasible will be required prior to IRB submission.  

 FORMCHECKBOX 
  Radiation Safety

1. Does this study involve the use of imaging technology or ionizing radiation on the subject? FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
2. Is the investigator properly credentialed for the device/procedure proposed?  
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
If Yes to #1 or No to #2, electronic signature by the Radiation Safety Officer (Terry LaFrance, phone: (413)794-5713) is required prior to submission to the IRB. 

 FORMCHECKBOX 
  Safety

1. Are any chemicals being used that are currently not listed in the BH MSDS on-line database?  
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

2. Do any of the chemicals utilized in this study contain mercury in any form or radioactive compounds, depleted or not, e.g. uranyl nitrate?  
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

3. Does the protocol require the use of ethyl ether or picric acid?  

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

4. Are any sharps used that do not have engineered protective devices?  
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

5. Are compressed gasses used in the protocol, especially cryogenic nitrogen, carbon dioxide or other oxygen depleters?  

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

6. Are facility modifications needed to conduct this study, including additional power supplies, ventilation, control of ambient lighting or temperature, or the use of or generation of sound/noise above 80 dBA?  
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

7. Are there any activities that require the use of personal protective equipment beyond that normally used in healthcare or the requirement for respiratory protection beyond that of an N95 respirator?  


 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

8. If these procedures involve bariatric patients, are staff appropriately educated in safe patient handling techniques?  
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If yes to any of the above, contact the Safety Committee and the appropriate office (Safety, Engineering and/or Facilities Planning).  
If the project is human subjects research, electronic signature by Safety indicating that the project is feasible will be required prior to IRB submission.  Safety Director: John Murray, phone: (413)794-1400.
 FORMCHECKBOX 
  Clinical Engineering

1. Does this study involve the use of medical equipment?

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If Yes, contact Clinical Engineering (794-3382)
BH Clinical Engineering must approve the use of medical equipment in an area that operates under the hospital's license and/or medical equipment used on the hospital’s patients and research subjects. 

Investigators conducting research which involves the use of medical equipment as described above must provide assurance to the IRB that BH Clinical Engineering’s approval will be obtained prior to the use of such equipment.  By submitting your proposal you are providing that assurance.

 FORMCHECKBOX 
  Medical Records

1. Does the research require access to the paper or electronic medical record or PHI (personal health information)?  
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
If yes:
1. Specify the criteria to ascertain which records are to be reviewed, ie. Diagnosis:       
2. Approximate the number of records that will be reviewed:      
3. How many records are expected to be needed to review on line(in the EMR/CIS)?      
4. How many records are expected to be needed to review on paper?      
5. Identify who will be reviewing the records:      
6. Approximate how long the access to records will be needed:      
E-mail or print out and mail this form to Health Information Management.  Director: Walter Houlihan, extension: 2-4309.

Approval for access to and use of medical records and PHI for research must be obtained from your Dept. Chair and the IRB.  Your Dept. Chair provides electronic signature on all applications to the IRB, their signature documents their approval.  The IRB approval letter will serve as documentation of IRB approval and must be provided to the staff of Health Information Management on request.  
 FORMCHECKBOX 
  Other: (describe)      
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