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1. Summary of research project progress.

With the approval of the IRB and IACUC  in February 2017, we began to recruit participants through emails to physicians, psychiatrists, and parent support groups. There are 30 subjects who are consented and enrolled in the study. We assigned participants to three groups (therapeutic riding, HeartMath, and Control).

As planned, the study is a repeated measures randomized control experiment using a three-period crossover design (ABC, CAB, BCA). The participants were randomly assigned to the order in which they receive the TR protocol, the HeartMath protocol, and no treatment control. Caregiver and self-report measures are being collected four times: at baseline (before any interventions), and after each intervention period.  In the TR and HeartMath conditions, saliva is being collected from participants pre-intervention, before and after each session, and post-intervention. In the TR and HeartMath conditions, the heart rate variability is being collected during each session.  In the no treatment control, the saliva is being collected pre-intervention period, and post intervention period. The saliva and heart rate variability are being collected from the horses at baseline on a non-riding day, and before and after each session.
We have completed Phase I (first 10 weeks of interventions) completely and are more 
than halfway through Phase II (second 10 weeks of interventions). All of the saliva 
samples have been analyzed from Phase I and entered on an excel spreadsheet. All of the paper measures from Phase I have been entered into an SPSS spreadsheet and double-checked.  Since we are comparing each individual with autism to him/herself in each of the interventions/control, we are unable to compare the results of the therapeutic riding to the HeartMath at this time. When we completed a descriptive analysis to better understand the differences in the cortisol values of the subjects tested before and after therapeutic riding, we found that almost every subject, except one, showed a decrease in cortisol in most sessions. What we are unable to determine at this point is whether that is significantly different from their response to no intervention or the stress management.
2. Time line

	Horses and Humans Therapeutic Riding and Stress Level Timeline 
	

	Protocol Steps
	Date
	Responsible Persons
	

	Obtain IRB and IACUC approvals
	1-1-17 to 2-1-17
	Elizabeth Kemeny 

Courtney Gramlich
	Completed

	Recruit Participants 

Orientation of Research Assistants; Training on data collection methods
	2-1-17 to 2-15-17
	Elizabeth Kemeny

Deborah Hutchins

Steffanie Burk

Statistician Consultant
	Completed

	Random selection for order of TR, HeartMath, Control

Pre-tests and baseline measures
	2-15-17 to 2-22-17
	Elizabeth Kemeny;

Deborah Hutchins
	Completed

	TR and HeartMath

Protocols for 10 weeks
	2-23-17 to 4-27-17
	Courtney Gramlich

Deborah Hutchins

Elizabeth Kemeny
	Completed

	Post-tests and measures
	4-27-17 to 5-7-17
	Elizabeth Kemeny

Deborah Hutchins
	Completed

	Preliminary analysis of  Cortisol samples

Data Entry
	5-7-17 to 8-15-17
	Steffanie Burk

Elizabeth Kemeny


	Completed

	Generate initial report of preliminary results-

Submit preliminary results to ATRA and PATH conferences
	8-30-17

9-15-17
	Elizabeth Kemeny

Steffanie Burk

Elizabeth Kemeny
	Partially completed with descriptive analysis.
While we have the cortisol samples and measures entered into databases, we are unable to generate results until the participants have completed all three interventions. Because we are comparing the participant to him/herself, we cannot make a comparison until all three interventions (horseback riding, HeartMath, and control are complete).  The control study design requires each participant to stay in the study for 18 months.

	Pre-tests and Baseline measures 
	9-1-17 to 9-12-17


	Elizabeth Kemeny

Deborah Hutchins
	Completed

	TR and HeartMath protocols for 10 weeks
	9-12-17 to 11-18-17
	Courtney Gramlich

Elizabeth Kemeny

 
	We have completed 7 weeks of data collection and have 3 weeks to finish.

	Post-tests and measures
	11-18-17 to 12-5-17
	Elizabeth Kemeny

Deborah Hutchins
	To be completed as written

	Preliminary analysis of cortisol samples

Data Entry
	11-18-17 to 1-25-18
	Steffanie Burk

Elizabeth Kemeny
	To be completed as written

	Generate report 2

Submit proposals for peer-review presentations on preliminary results
	11-17
	Elizabeth Kemeny

Steffanie Burk
	Again, we won’t be able to do this until we have completed all three phases on each individual subject.

	
	
	
	

	Pre-tests and Baseline measures 
	2-01-18 to 2-12-18
	Elizabeth Kemeny

Deborah Hutchins
	To be completed as written

	TR and HeartMath protocols for 10 weeks
	2-23-17 to 4-27-18
	Courtney Gramlich

Elizabeth Kemeny


	To be completed as written

	Post-tests and Measures
	4-27-18 to 5-4-18
	Elizabeth Kemeny

Deborah Hutchins
	To be completed as written

	Analysis phase
	5-4-18 to 7-15-18
	Steffanie Burk

Statistician Consultant

Elizabeth Kemeny
	To be completed as written

	Final Report

And Dissemination
	7-15-18 to 8-1-18
	All collaborators
	To be completed as written.


3. Budget Expenditures to Date
	Category
	
	Budget
	
	Actual
	
	Difference
	
	% left

	
	
	
	
	
	
	
	
	

	Personnel
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	    Total Personnel
	
	 8,422.92 
	
	 1,700.54 
	
	 6,722.38 
	
	80%

	
	
	
	
	
	
	
	
	

	Permanent Equipment
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	    Total Permanent Equipment
	
	 19,449.00 
	
	 15,000.03 
	
	 4,448.97 
	
	23%

	
	
	
	
	
	
	
	
	

	Consumable Supplies
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	    Total Consumable Supplies
	
	 28,794.52 
	
	 15,306.29 
	
	 13,488.23 
	
	47%

	
	
	
	
	
	
	
	
	

	Consultant Costs
	
	
	
	
	
	
	
	

	    Total Consultant Costs
	
	 26,244.00 
	
	 15,327.44 
	
	 10,916.56 
	
	42%

	
	
	
	
	
	
	
	
	

	Travel
	
	
	
	
	
	
	
	

	  Travel of work groups
	
	 648.00 
	
	 -   
	
	 648.00 
	
	100%

	
	
	
	
	
	
	
	
	

	    Total Travel
	
	 648.00 
	
	 -   
	
	 648.00 
	
	100%

	
	
	
	
	
	
	
	
	

	Client Related Expenses
	
	
	
	
	
	
	
	

	  Client Incentives
	
	 4,500.00 
	
	 300.00 
	
	 4,200.00 
	
	93%

	
	
	
	
	
	
	
	
	

	    Total Client Incentives
	
	 4,500.00 
	
	 300.00 
	
	 4,200.00 
	
	93%

	
	
	
	
	
	
	
	
	

	Total Grant
	
	 88,058.44 
	
	 47,634.30 
	
	 40,424.14 
	
	46%


Budget summary

We are on track with the expenditures for the research project. Overall, we have spent 46% of the budgeted amount towards the project. One area that we have expended over 75% is in the SRU research assistants under personnel.  Prior to the study, we did not fully understand the amount of time it would take to do the HeartMath and saliva collection on the horses and humans simultaneously. It requires more  research assistant time ($7.25 an hour) to complete the project. On the other hand, we were able to purchase the heart rate monitors (under permanent equipment) for the horses at a reduced price, saving almost $3,000.   At this time, we are requesting a budget revision of $3,000 to reduce the permanent equipment line and increase the research assistants personnel line to pay research assistants for the time it takes to collect saliva and heart rates over the next year. In addition, the SRU research assistants will also enter and double-check data.
4. Summary of any complications or challenges that have been encountered and how they have been or are being addressed.

 The collection of the human saliva, especially the baseline and follow-up two day collection, has required more research assistant time than originally planned. Since the participants had to complete the two day collection (four times a day) at home, we had to send research assistants with coolers to pick up the frozen saliva and deliver it back to the central freezer. This was more time intensive than expected. In order to collect the human and horse saliva in a way that did not create anxiety for either horse or human, we needed more research assistants to collect data simultaneously. We were concerned that having too long a waiting period for the human subjects might negatively impact the stress research.  The best way to address this problem was to add more research assistants who could collect simultaneously (each did the appropriate training and were approved by the IRB).
We have had two participants who consented to do the study, completed the control, but have not participated in any intervention sessions. We had one participant who participated in part of the study, but he was unable to complete the interventions due to transportation concerns. Since we have one more semester of the study, we will continue to encourage participation by participants in at least one part of the study.

Finally, we learned in the first session of the entire study that some of the participants were not able to provide saliva using the tubes. Instead we had to substitute a swab collector. This swab was then inserted into a tube and frozen. We were able to correct the problem quickly with minimal data issues.

